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2 Quickstart
2.1 Installation and first setup

e Unpacking procedure:

o The analyzer is supplied in a plastic container with cardboard packaging.
The accessory box is on the top. Remove the cardboard packaging by
lifting.

o It needs 4 persons to lift the machine
o Put the machine to a appropriate position
o Remove foam parts

o Install the machine cover and connect the accessories.

e Preparations:
o Connect devices, PC, (UPS), etc. Switch on machine and PC system
o Install DAO, MFC, the EUROIMMUN Analyzer | and Euroservice software

o Create short-cut icons of the EUROIMMUN Teacher, EuroService and the
EUROIMMUN Analyzer | Software on the Windows Desktop

o Copy following device specific files into the below mentioned directory:
Koordina.dat, Reagents.db, Plate.db
C:\Program Files\EUROIMMUN\EUROIMMUN_Analyzer_I\System
If necessary unflag the read only attribute of all files.

o Copy the assay files into the customer individual directory: C:\Program
FilesS\EUROIMMUN\EUROIMMUN_Analyzer_I\Assays\Customer XY

e First system boot:
o Start the instrument (mains switch, bake side of the instrument)
o Start system (double-click on the EUROIMMUN Analyzer | icon)

o Check that all components work and the selftest passed.

e Adjusting positions of workspace and racks
o Start the EuroTeacher software
o Check the reference point of the workspace

o If the reference point is misaligned, adjust it and check every position is
shown in the EuroTeacher software: Deep well plate positions, tip rack
positions, MTP and reagent/sample rack positions. To adjust deep well
plate and MTP positions use the MTP-adjustment tool, for the retainer of the
reagent- and sample racks use the retainer adjustment tool.

o Check the single rack types. Pickup a 300 pl volumen tip and click the Rack
button. Select a rack typ (T, N,1, R) and put an empty bottle into the rack.
Slide the rack on the first lane into the retainer and click the Teach button.

2 Quickstart -3-
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Introduction

Before starting up the EUROIMMUN Analyzer |1, please ensure that you have familiarized
yourself thoroughly with the contents of this manual.

Further information can be obtained from our service department or from authorized
representatives.

The EUROIMMUN Analyzer | is an optical precision instrument which may be impaired in
its performance or damaged if handled improperly.

The analyzer must be operated by trained personnel only who must be aware of the
possible problems involved with ELISA and who are trained in the relevant application.

To ensure that the working procedure is safe and that the analyzer functions without
problems, the notes and warnings included in the introduction must be observed.

3.1 Typographical Conventions

The symbols described hereafter are used in the present manual, on the pump and on its
packaging. In addition, a specific notation is used to refer to certain particular elements,
e.g. buttons, keys.

=  WARNING MESSAGES

Warning messages are indicated with a safety symbol and printed in special types. For
special situations were used the following security symbols.

Caution, risk of danger! Consult instructions for use!

Biohazard!

Electrical hazard!

Caution, hot surface!

Mechanical hazard!

Automatic start-up!

Laser hazard!

= NOTES

3 Introduction



Medizinische

EURO'MMUN Labordiagnostika m

AG

Notes are indicated with a symbol and printed in special types. For special situations
were used the following symbols.

Ej] Consult instructions for use!

ﬂ Notes are indicated by this symbol and printed in special types.
‘ Disconnect mains power connector before servicing!

= SyMBOL KEYS

I Manufactured by

Date of completion

IVD In Vitro Diagnostic Medical Device

C € CE Mark

SN Serial Number

=  SPECIAL TYPES

LEDs LEDs (light emitting diode) are printed in
special type.

Example: PWR LED, ERR LED

Menu items and fields | Menu items and fields are printed in bold type.
Example: File Menu

Buttons Buttons are printed in bold type.
Example: Open button.
Keys Keys are printed in slanted type.

Example: Press Enter

3 Introduction -5-
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3.2

Scope of delivery

The scope of delivery of the EUROIMMUN Analyzer | comprises:

o EUROIMMUN Analyzer |

o EUROIMMUN racks ( 5x sample rack, 5x reagent rack, 1x conjugate rack,
1x stop solution/substrate rack)

o User manual

o EUROIMMUN Analyzer | table (optional)

o Computer table (optional)

o Bucket

o Consumables (tips, deep well plate, empty bottles)
o PC System

o Flat screen monitor

o Printer

o 2D barcode scanner

o Mouse and keyboard

o Speakers

3.3 Unpacking, transport, storage

Please observe the following safety notes when unpacking, transporting and storing the
EUROIMMUN Analyzer I

In accordance with standard practice, the Analyzer is supplied in a cardboard
box; only use the original packaging for transport.

Retain the packaging for longer storage periods or to return the instrument to the
manufacturer.

A visual indicator (green/red) provides information about the circumstances of
transport.

Standard accessory is delivered in an additional cardboard box.

When unpacking, use the delivery note to ensure that all configurations and
modules are present.

Ensure transport and storage temperatures in accordance with the technical data.
Place the Analyzer on a stable work surface.

Keep optical surfaces free of fingerprints.

ﬂ When unpacking, use scope of delivery described in Chapter 0 to ensure that all
components are present.

3 Introduction
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3.4 Operate

Read all of these instructions! Save these instructions for later use!

The following safety instructions must be observed at all times, both before and
during operation of the instrument!

The operating manual must be kept near the instrument and must be accessible for
the user at any time.

EUROIMMUN Analyzer | is a fully automated microplate analyzer including functions
such as sample preparation, test performance, photometric measurement and data
evaluation.

EUROIMMUN Analyzer | is designed and manufactured in accordance with the safety
requirements for electronically and IVD measuring devices. If the local law lays down
regulations on the installation and/or operation of microplate analysers, then it is the
operators responsibility to adhere to them.

The manufacturer has done everything possible to guarantee that the equipment works
safely, both electrically and mechanically. The systems are tested by the manufacturer
and supplied in a condition that allows safe and reliable operation.

The user has to observe the information and warnings contained in this operating manual
in order to ensure safe operation of the instrument.

3.5 Maintenance

Switch the instrument off and disconnect it from the mains supply before cleaning,
disinfection or decontamination.

Liquid detergents, disinfectants or decontamination liquids may not be poured into
the instrument or sprayed inside the system.

For the cleaning, disinfection or decontamination, a cloth moistened with detergent,
disinfectant or decontamination liquid should be used.

Only approved detergents, disinfectants or decontamination liquids may be used.
Only approved cleaning, disinfection or decontamination methods may be used.

For cleaning, disinfection or decontamination, the regulations of the relevant regulatory
provisions must be observed.

3.6 Disposal

Potential infectious material and all parts that may come in contact with potential
infectious material must be disposed according to the relevant regulatory
provisions.

All parts which have been replaced, must be disposed according to the relevant
regulatory provisions.

Disposal of the instrument according to the relevant regulatory provisions.

3 Introduction -7-
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Disposal of the packaging material according to the relevant regulatory provisions.

Containers intended for single-tip use may not be used repeatedly.

3.7 General safety

A Follow all warnings and instructions marked on the instrument and in this manual.
The instrument must only be operated by personnel who have been trained on the
use of the system.

It is strongly recommended that all first time personnel read this manual prior to use.
The instrument must only be used in accordance with its intended use.

Use only the consumables and accessory (e. g. dilution plates, microplates, tubes,
disposabile tips, etc.) that are listed on the supplied consumables list.

The manufacturer assumes no liability for any damages, including those to third parties,
caused by improper use or handling of the system.

The operator may only perform the maintenance work described in this manual.
Use only the parts prescribed in this manual for servicing.

The tests and maintenance work defined by the manufacturer should be performed to
make sure that the operator remains safe and that the instrument continues to function
correctly.

Any service and maintenance work not described in this manual must be performed by
trained, qualified and authorised service personnel and technicians.

Any changes on the instrument which are not authorised by the manufacturer lead to the
lost of guarantee obligation.

The system was developed and tested according to the regulations of the IvD
directive.

Any changes on the instrument which are not authorised by the manufacturer lead to the
loss of the validity of the conformity with the applicable regulations the manufacturer has
declared. In this case, the customer is responsible for the fulfiiment of the applicable
regulations.

The instrument may opened, serviced and repaired by trained, qualified and
authorised service personnel only.

= ELECTRICAL SAFETY
For safe electrical operation of the installed instrument the relevant regulatory
provisions have to be observed.
Check that the operating voltage is set correctly on all instrument components
before you connect the system to the mains supply.

The EUROIMMUN Analyzer | must be operated from the type of power source indicated
on the type label. If you are not sure of the type of power available, consult an authorized
sales person or your local electric power company.

Use a 3-wire grounding type plug to connect the instrument and all peripherals to
mains supply.

Use only extension cables with a protective conductor and grounded contact.

-8- 3 Introduction
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Grounding of the instrument and its peripheral devices to the same protective earth
potential must be ensured.

Never knowingly interrupt the grounding contacts.

There is the risk of an electrical shock if the protective conductor is interrupted within or
outside the device, or has been disconnected.

The instrument must be connected with a delivered connection cable to dedicated
socket.

Do not allow anything to rest on the power cord.

If you can see that the instrument has become unsafe to use, switch it off and
disconnect it from the mains supply.

AH

Y

If liquid gets inside the instrument, switch it off and disconnect it from the mains
supply. Clean, and dry the respective parts.

Surfaces (floors, work table) must be dry when you are working with the system.

Wahrend der Arbeit mit dem Gerdt miissen Oberflichen (Béden, Arbeitsflachen)
trocken sein.

Only use the bottles, tubing and components supplied and recommended for containing
liquids on the instrument.

Spare fuses must match the values (nominal voltage, nominal current, and type)
specified by the manufacturer.
Always replace blown fuses, don't try to repair them.
Never short-circuit the fuse holder.

Switch the instrument off and disconnect it from the mains supply before
servicing.

O]
i)

Only when directed to do so, should power be applied. If power is applied while any
covers are removed, use extreme caution while servicing the system.

Never remove protective guards or secured components since you could expose
live parts in this way.

Electrical connection contacts (plugs, sockets etc.) can be electrically live.

Even after the device has been switched off, components (e. g. capacitors) can be under
voltage as the result of an electrical charge.

All current-carrying parts are sources of danger for an electrical shock.

Don't position the instrument so that it is difficult to operate the disconnecting
device (power supply switch, mains power connector)!

3 Introduction -9-
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= | ASER SAFETY

Care must be taken when operating and testing the bar code scanners as they use
a laser class 2. Never look directly into the laser beam!

Output causes irritations of the eye if stared into the beam for long periods of time.

See for technical data of the laser (bar code scanner).

For operating and testing the laser, no optical devices may be used.

For operating and testing the laser, watches and mirroring jewellery should be removed.

Use of controls or adjustments or performance of procedures other than those
specified herein may result in hazardous radiation exposure.

= MECHANICAL SAFETY
Do not place the instrument on an unstable table, cart, or similar.
The instrument may fall, causing serious damage to the instrument or injure the user.
Don't load the complete opened drawer! The instrument is able to upset!
Never open screw-attached housing parts while the instrument is on.
There is a risk of injury due to moving parts (fan, motor drives).

Only when directed to do so, should power be applied. If power is applied while any
covers are removed, use extreme caution while servicing the system.

Do not take off the protective cover during a run and do not reach into the working
area.

Improper handling may cause serious damage to the instrument or injure the user.

If you open the flap or cover, verify that the movement of the pipettor has stopped before
you reach in the working area.

Avoid touching the pipettor and other moving parts while the system is in operation.

Notice that it is possible that the instrument continues processes independently, even
without computer.

Slots and openings are provided for ventilation.

To ensure reliable operation of the instrument and to protect from overheating, these
openings must not be blocked or covered.

=  BIOLOGICAL SAFETY

Risk of infection! Handling of samples and reagents:

Avoid contact between skin/mucous membrane and samples/test reagents or parts of the
instrument which were in contact with samples/test reagents.

The above-mentioned parts are to be treated as being potentially infectious.
Reagents can lead to irritation of the skin and mucous membranes.
Use appropriate hand gloves!

Observe the instructions in the package inserts for a correct use of the reagents.

-10 -
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If sample material is spilled in the system, clean and disinfect it immediately by the
use of a validated method.

For reagent containers and tubing's (system liquid and waste), no guarantee can
be provided for any resistance against organic solvents.

For this reason, do not use any organic solvents unless such solvents are expressly
authorised.

It is not possible to autoclave the containers for liquids and waste!

3.8 Equipment safety and EMC

The EUROIMMUN Analyzer | was designed, produced and tested in compliance with DIN
EN 61010-1 (IEC 1010-1) “Safety requirements for electrical measuring, control and
laboratory instruments”. It has left the factory in a perfectly safe condition.

The EUROIMMUN Analyzer | meets the requirements of the IVD directive 98/97/EC “In
vitro diagnostics directive” of the European Union.

Conformity with the above EC directive is documented by the CE symbol.

3.9 Positions of Safety Labels and Type Label

A If any label gets lost, replace it by an equivalent label!

=  GENERAL WARNING LABELS
c General warning labels are positioned on:

o Patient sample and rack unit flap, plate loading flap

= BIOLOGICAL HAZARD LABELS
Biological hazard labels are positioned on:
o Waste bag cover (if available)
o Waste container

o Waste bottles (positioned in the drawer)

= ELECTRICAL HAZARD LABELS
c Electrical hazard labels are positioned on:

o Back side of the instrument (near by the mains switch)

= |LASER HAZARD LABELS
g Laser hazard labels are positioned on:

o Patient sample and reagent unit (near by the bar code scanner on the right side
at the front).

o Test plate compartment on the left side at the front.

3 Introduction -11-
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= TYPE LABEL
The type label in positioned on:

o Back side of the instrument (near by the mains switch)

3.10 Warranty notes

The EUROIMMUN Analyzer I, including its original accessories, may only be used for the
analytic techniques described in this manual. EUROIMMUN AG cannot assume any
liability for any other applications.

Please observe the following warranty notes for the EUROIMMUN Analyzer I

The manufacturer guarantees that the instrument has no material and production
defects when delivered.

You must inform us of any defects immediately and do everything possible to
minimize the damage.

If EUROIMMUN AG is informed of such a defect, it is obligated to remove it; it is
EUROIMMUN'’s decision whether it does this by repairing the instrument or by
delivering an instrument free of any defect.

No guarantee is provided for defects caused by natural (wearing parts in
particular) or improper use.

EUROIMMUN AG is not liable for damage caused by faulty operation, negligence
or any other tampering with the instrument, in particular as a result of removing
and exchanging Analyzer components or using accessories from other
manufacturers.

Unauthorized intervention invalidates all claims against the warranty.

-12 -
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4 Instrument Description

The EUROIMMUN Analyzer | system, consisting of the EUROIMMUN Analyzer |
instrument and the EUROIMMUN Analyzer | software, is a fully automated microplate
analyzer performing the complete sample processing (sample dilutions, sample and
reagent dispensing, incubations, wash processes, plate transports) as well as the
photometric measurement and evaluation.

4.1 Name and intended use

Manufacturer’'s name: EUROIMMUN Analyzer |

The EUROIMMUN Analyzer | system has generally been designed and validated for the
determination of infection, autoimmune and allergy diseases by ELISA methods and
evaluation by colorimetric endpoint determination.

For in Vitro Diagnostics only!

Prior to the use of the EUROIMMUN Analyzer | system for IVD, any customer-specific
programming and programming for external test systems (assays) must be validated by
the user in combination with the system according to common clinical laboratory practice,
local legislations, and the state of the art.

4.2 Description and main features

The EUROIMMUN Analyzer | is a fully automated microtiter plate analyser performing the
complete sample processing (sample dilutions, sample and reagent dispensing,
incubations, wash processes, plate transports) as well as the photometric measurement
and evaluation. The instrument is controlled via the Windows PC software EUROIMMUN
Analyzer I. This software, which was specifically designed for this purpose, allows the
user to process the pre-defined assays as well as assays programmed by the user. The
clear structure with intuitive user-guidance allows simple and quick operation of daily
routine jobs as well as programming of user-specific assays.

/\

i

Figure 4-1: EUROIMMUN Analyzer | - Instrument modules
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Drawer with wash unit, plate transport unit and photometer

working area

Pipettor (movement in X- and Z-direction)

AIWINPF

Guide rail for pipettor (Y movement)

4.3 Top Level Instrument Modules
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Figure 4-2: EUROIMMUN Analyzer | - View on top level

la | Sample buffer compartments (see chapter 4.3.1)

1b | Dilution plates (see chapter 4.3.1)

1c | Tip racks (see chapter 4.3.1)

2 Patient sample and reagent rack unit (see chapter 4.3.2)

3a | Tip ejection station and waste tunnel (bag) (see chapter 4.3.3)

3b | Pipettor wash station (see chapter 4.3.3)

3c | Pipetting station (see chapter 4.3.3)

4 Test plate compartment with plate transport unit (see chapter
4.3.4)

4.3.1 Tray for Tip Racks and sample dilution

The tray is accessible via a drawer which is locked automatically as soon as a run has
been started. The tray includes 6 position for reagents, 3 positions for dilution plates (see
Figure 4-2: EUROIMMUN Analyzer | - View on top level, position 1a) and 5 positions for
tip racks (300 pl or 1100 ul tips, see Figure 4-2: EUROIMMUN Analyzer | - View on top
level, position 1b).

The dilution plates have to be placed into the respective positions, shown in the load-
window by starting the worklist (position 1 at the back, position 3 at the front).

Move the tip rack from above straight into the specific position, the groove must fit into
the pin (see Figure 4-3: Placement of tip racks: Al is on the top left (see chapter 6.5)).

-14 -
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Pin Groove

-1

Al

Figure 4-3: Placement of tip racks: Al is on the top left

4.3.2 Patient Sample and Reagents Unit with Bar Code Scanner
(See Figure 4-2: EUROIMMUN Analyzer | - View on top level, position 2)

A CAUTION: Laser radiation - do not stare into beam!

The bar code scanner is located on the right side at the front of the patient sample and
reagent rack unit.

The patient sample and reagent rack unit, accessible via a flap, includes 12 tracks for
sample and reagent racks.

Following types of racks are available:

T: Sample rack for 20 patient samples (occupies 1 track).

R: Reagent rack for 18 bottles with an outer diameter of max.
18 mm (occupies 1 track).

1: Reagent rack for 12 bottles with an max. outer diameter of
28 mm (occupies 2 tracks).

N: Reagent rack for 8 rectangular (22,5 mm x 42 mm) bottles
(occupies 2 tracks).

Each rack includes a contact pin.

The software specifies which track is to be used for the respective rack. This is indicated
by a red LED.

Each rack has to be inserted up to the limit stop. The respective LED on the rear panel
erased (Loading/Unloading see chapter 6.5/ 6.6/ 6.7).

Reloading of patient and reagent racks is possible when the instrument is in the
incubation mode. A time frame is suggested from the system for reloading additional tests
into the existing worklist.

ﬂ Keep the flap of this unit closed during a run. It may be opened only for reloading (see
chapter 6.6).

Opening the reagent unit flap while transfer steps results in an immediate stop of
the pipettor and entry in the event log. The system pauses until the flap is closed
again. The incubation time of the tests may be affected.

4.3.3 Tip Ejection Station, Pipettor Wash Station, Pipetting Station

Tip ejection station and waste tunnel (bag) (see Figure 4-2: EUROIMMUN Analyzer | -
View on top level, position 3a)

4 Instrument Description -15-
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The steel pin next to the wash station serves as ejection station for disposable tips. The
ejected tip is transported into the waste bucket or bag via a slide. If a tunnel system is
installed, the tips are falling through a tunnel into a bucket, which is positioned inside the
floor unit of the table. (Optionally, the used tip can also be disposed into the waste bag of
the device).

Pipettor wash station (see Figure 4-2: EUROIMMUN Analyzer | - View on top level,
position 3b)

The pipettor wash station is located next to the tip ejection station.

Pipetting station (see Figure 4-2: EUROIMMUN Analyzer | - View on top level, position
3c)

The MTPs are positioned by the system. Up to 4 plates can be positioned in this station.
A transport unit automatically moves them from the plate compartment to the correct
position where they are further processed (Loading/Unloading see chapter 6.5/ 6.6/ 6.7).

4.3.4 Microtiter Plate Compartment

(See Figure 4-2: EUROIMMUN Analyzer | - View on top level, position 4 or Figure 4-5:
EUROIMMUN Analyzer | - Bottom drawer pulled out, position 4)

The MTP compartment can be opened only on request by the software. The LED
indicator LD lights up green.

Open the door and place the respective MTP with the holding frame onto the transport
unit so that both pins of the holding frame sit in the openings of the slide. Position Al is at
the top left (see Figure 4-4: Inserting a test plate with holding frame). The plate is moved
to the pipetting station following the respective command on the screen.

f

1

FEY YT T Y Y Y

b 4 OO /
rYyYyYyY

@]

Figure 4-4: Inserting a test plate with holding frame

From there the plate is transported - depending on the defined assay - to the various
instrument modules and then back again to the plate loading position (Loading/Unloading
see chapter 6.5/6.6/6.7).
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4.4 Drawer Instrument Modules

The drawer is automatically locked during a run. The green LED INSTR goes off.

©©5a
e o ]
Elf= .

Figure 4-5: EUROIMMUN Analyzer | - Bottom drawer pulled out

eoe0

sss s
9]
o

4 Plate transport unit (see chapter 4.3.4)

5a | Wash buffer bottles (square) and overflow waste bottles (round)
(see chapter 4.4.1)

5b | Wash unit for MTPs (see chapter 4.4.2)
6a |4 Ambient temperature incubators

6b |4 Temperature-controlled incubators with shaking option (see
chapter 4.4.3)

7 Photometer (see chapter 4.4.4)

4.4.1 Wash Buffer and Waste Bottles

(See Figure 4-5: EUROIMMUN Analyzer | - Bottom drawer pulled out, position 5a)

A maximum of 3 bottles (3 x 2 litres) can be used for various wash buffers; another
position has to be reserved for the cleaning fluid (distilled water) to clean the washer
head.

The connection fitting consists of 4 colour-coded connection pairs: one tubing and one
level sensor each per bottle (Loading see chapter 6.5).

Two waste bottles are available for the wash unit. One waste bottle contains the liquid
waste which is pumped to the waste container which is positioned inside the floor unit of
the table. The second bottle serves as overflow protection.

4.4.2 Wash Unit for Microtiter Plates

(See Figure 4-5: EUROIMMUN Analyzer | - Bottom drawer pulled out, position 5b)

The MTPs are moved into the wash unit by the system. The wash process and the height
adjustment of the washer head can be checked via the window.

4 Instrument Description -17 -
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4.4.3 Incubator Unit

(See Figure 4-5: EUROIMMUN Analyzer | - Bottom drawer pulled out, position 6)

Below the pipetting area for the MTPs there are four independent heatable and
shakeable incubator chambers; the test plates are automatically transported into these
incubators and out again according to the assay protocol.

The instrument is equipped with a light-protected storage magazine accommodating four
plates for room temperature incubation. It is located below the incubators in front of the
photometer.

4.4.4 Photometer

(See Figure 4-5: EUROIMMUN Analyzer | - Bottom drawer pulled out, position 7)

The photometer is installed at the back of the bottom drawer. The photometer can be
equipped with up to 8 filters (end point or kinetic evaluation possible).

4.5 Other Instrument Modules

4.5.1 Guide Rail for Pipettor

(See Figure 4-1: EUROIMMUN Analyzer | - Instrument modules, position 8)

It is used to move the pipettor in the Y-direction.

4.5.2 Pipettor (X- and Z-Direction)

(See Figure 4-1: EUROIMMUN Analyzer | - Instrument modules, position 9)

The pipettor includes a complex sensory mechanism. It works with disposable tips. The
pipettor is connected to the system liquid port (See Figure 4-6: EUROIMMUN Analyzer | -
Instrument rear panel with connections, position 10) via tubing. A feature called "bubble
kill' minimises the probability of wrong pipetting, but the feature is not able to reduce it
entirely. We therefore recommend you to always check that there is no foam in the
bottles.

A plastic cover with flap protects the working area. The closed position of
this flap is monitored by a contact switch. The EUROIMMUN Analyzer | has
this cover, in order to avoid getting in contact with the working area during
a run. If these safety precautions are not observed strictly, the operator

may get hurt or contract an infection, or the instrument may get damaged.

The system will be stop immediately when the instrument cover or the lockable flap
is opened during a run!

-18 -
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4.6 Connections
[10] [11]
R’
= = = = = w7 (12
— ]
.:22:2‘ 13
o [14]
= = = = = = = = E %
/
System Waste

liquid

Figure 4-6: EUROIMMUN Analyzer | - Instrument rear panel with connections

10 | Tubing connection for system liquid

11 | Electrical connection for system liquid level sensor
12 | PC port (RS232, 9-pole)

13 Mains fuses, mains switch and mains connection

14 | Liquid waste outlet

15 | Electrical connection of waste container level sensor
16 | Waste from pipettor wash station

17 | To protect tubing's and cables

18 | Ventilation channels

ﬂ Pass tubing's and cables through below the bow.

Don't position the equipment so that it is difficult to operate the

disconnecting device!

The ventilation channels must not be blocked. Observe minimum distance

of 15 cm!

> B
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ﬂ The level sensors inform you about the status of the respective container/bottle
(full/empty). A corresponding message appears on the screen. Before starting a
run, check containers and bottles.

4.7 LED Displays

The LED displays on the instrument front panel (next to the left and right door) have the
following meaning:

Left

PWR

Power

Green, when turned on, otherwise off.

RDY

Ready

Green, when ready for a run, otherwise
off (e.g. in case of Error or during
initialisation)

ERR

Error

Yellow, when instrument error has
occurred, otherwise off.

Drawer

Green, when left drawer has been cleared

DWR

for loading and unloading of dilution plates
and tips, otherwise off.

Right

LD Load Green, when plate compartment can be
opened, otherwise off.

|NSTR Instrument | Green, when i.nstrument drawer (bottom

drawer, see Figure 4-1: EUROIMMUN
Analyzer | - Instrument modules, position
5 can be opened.

4.8 Principles of Methods

4.8.1 Absorbance Photometry

The measurement principle of absorbance photometry plays the most important role in
clinical chemistry. With this method, the intensity of a monochromatic light beam of a
suitable wavelength is compared before and after passing through a sample. The degree
of attenuation of intensity of the light beam provides a measure of the concentration of
the substance under investigation. The photometer consists of a polychromatic or
monochromatic light source. In the case of the EUROIMMUN Analyzer |, this is a halogen
lamp which emits a spectrum. The desired wavelength is filtered out using a wavelength
selector (i. e. a filter). The light with this wavelength passes through the sample with the
substance to be measured in an optically clear solution. A part of the light is absorbed in
the sample. The intensity of the light coming out of the sample is measured with a
measuring cell (detector). The light striking the detector is converted into an electrical
signal and stored as the measurement signal.

4.8.2 Bichromatic Measurement

In the case of the bichromatic measurement principle, measurements are performed at
two wavelengths, the measuring and the reference wavelength. The measuring
wavelength is close to the absorbance maximum of the chromogen. The absorbance is
mainly dependent on the amount of chromogenic substance in the sample. The reference
wavelength lies outside the absorbance range of the chromogen and indicates the blank
value of the sample. The absorbance value of the reference wavelength is subtracted
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from the absorbance value of the measuring wavelength. In this manner, external
influences such as scratches on the microtiter plate, dust, turbidity of the solution and the
drift of the electronic measuring instrument can be compensated.

4.9

System Overview

Number of plates
Number of samples

Number of reagents
Dilution positions
Number of tips
Loading

Photometer
Spectral range
Dynamic range
Accuracy
Linearity
Detection
Reading time
Read modes
Filters

Pipetting System
Pipettor

Liquid level detection
Min.-Max. volumes
Accuracy

Precision

Features

Conditions

Technical data

Up to 7 plates at once

Max. 100 tubes, up to max. ¢ 16 mm, length up to 200
mm

Special racks for up to 110 reagents
Positions for up to 3 dilution plates
Up to 5 tip racks for 300 pl or 1100 pl disposable tips

Continuous loading of plates, samples, reagents and
tips

400 - 700 nm

-0.100 to 3.000 O.D.
+/- 0.005 or 2.5 %
0-2.0000.D.+-1%
Photo diode

< 15 seconds

OD and Kinetic mode
Up to 8 positions

Liquid pipettor for disposable tips

Capacitive

5 ul to 300 pl with 300 pl tips (small tips) or
301 pl to 1000 pl with 1100 pl tips (large tips)
<-15 % at 25 pl (aqua)

<-5% at 100 ul (aqua)

<5%CV at 25 pl

<2.5% CV at 100 pl

Tip detection, clot detection, mixing, multi-dispensing
mode

Liquid used: distilled water
Temperature constant: 21 °C +/- 2 °C
(including reagents and samples)
Valid for use of "Test protocol”

4 Instrument Description
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Incubation
Capacity
Temperature range

Accuracy
Uniformity

Washing
Capacity

Wash head
Dispense volume
Precision
Residual volume

Fluid alarms
Features

Bar Code

4 independent chambers

Minimum temperature = RT + 7 °C

Maximum temperature = 50 °C

-2 °C/+0 °C (measured in plate, 100 ul aqua)
-1.5 °C/+1 °C (measured in plate, 100 pl aqua)

Max. 4 Wash bottles (including cleaning solution)
1 x 8 with verify option

200 - 2500 pl/well

+/-5 % CV at 300 ul

< 2.5 plin U-shaped bottom

<4 ul in flat bottom

Low reagent, waste full

Sweeps, soak, purge, top and bottom wash, variable
pump speeds

Bar code identification of samples and reagents
possible

Laser of the rack system bar code scanner

Class:

Maximal output
radiation:

Pulse duration:
Emitted wave length:

Standards:

Software features

Operating system
Interfaces

Time Scheduling

Multiple assays per
plate

Export options
Qualitative
Quantitative

Language support
QA analysis

Class 2 laser product
1.3 mw

70 ps
650 - 690 nm

EN 60825-1: 2001

Complies with 21 CFR 1040.10 and 1040.11 except for
deviations pursuant to Laser Notice No. 50, dated July
26th, 2001 at the date of manufacture

Microsoft Windows® 2000

ASTM interface

Flexible ASCII import of worklist sample ID's
Schedules 7 plates with user options

Up to 12 assays per plate (dependent on the
possibilities of the assay combinations)

Flexible ASCII export and report
User definable result classes

Linear to quadratic regression, sigmoid, and many
more

Multiple languages possible
Mean, SD, CV, Standard Error and Levey-Jennings
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Mains voltage and fuses

Universal a.c. input 100 - 260 VAC, 47 - 63 Hz
Typically max. 500 VA

Main fuses 4AT

Computer, monitor and For electrical details of the PC equipment please refer

printer to the technical documentation of the OEM
manufacturer.

Dimensions

WxDxH 110 cm x 75 cm x 100 cm

(Depth with waste bag and completely opened drawer)

Weight
Analyser with cover 130 kg
Accessories Approximate 84 kg
For electrical details of the PC equipment please refer
to the technical documentation of the manufacturer.
Noise

67 dB (distance 1 m)

Environment conditions
This standard applies equipment designed to be safe
at least under the following conditions:
e indoor use
e altitude up to 2000 m
e temperature 5 °C to 40 °C

e maximum relative humidity 80 % for temperatures
up to 31 °C decreasing linearly to 50 % relative
humidity at 40 °C

e mains supply voltage fluctuations up to +/- 10 % of
the nominal voltage

e applicable rated pollution degree

Operating conditions
15°Cto 25°C

ﬂ Values are achieved under optimal conditions and can vary depending on
environmental conditions, instrumental status and processing conditions!
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START-UP

Start-up and installing the EUROIMMUN Analyzer | is conducted by a service engineer of
EUROIMMUN AG.

The start-up procedure includes following realizations:

o Assembling the table

o Unpacking the instrument

o Mounting the housing

o Attaching and screwing system cover and pipettor

o Connecting system tubes, wiring and peripheral devices
o Installing PC System and Software

o Teaching all rack positions

-24-
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Explorer Tree

Operation

6.1 Basic Information about Operation

The user program EUROIMMUN Analyzer | is a PC program running under Microsoft
Windows 2000. The usual Windows conventions apply. Deviations from these
conventions are described where appropriate.

Some windows show an explorer tree on the left-hand side and the selected item on the
right-hand side. Clicking on the plus sign of a folder on the explorer tree opens the
respective options, clicking on the minus sign closes the respective folder. Clicking on an
item shows the respective page of the corresponding file.

This presentation is used for the windows:

o Assay Protocol
To define assay process steps (pipetting, washing, incubating, measurement,
etc.).

o Panel Definition / Set-up Panel
To combine assays and samples on test plates to create a worklist for routine.

o Worklist
To check the conditions for a certain worklist.

6.2 Menu Guidance

6.2.1 General Menu Guidance

Menu Item Icon Function
File New Creates a new file, e. g. a worklist or an assay.
D The New dialogue box opens and the following
file types can be selected: Assay, Worklist,
Spectral Response, Patient Results Report,
QA Analysis Report, Job List.
New | Worklist D s==~ || Creates a new worklist.
Open & Opens an existing file, e. g. an assay protocol
B or a report file (file types see File | New).
Close Closes the displayed file.
Save H Saves the active file (e. g. worklist, report).
Save As Saves active file (e. g. worklist, report) under a
new name.
Print... % Prints the active document.
Print Preview Shows the active document as print preview.
Print Setup... Defines the printer and printing options.
Recent Protocols » Shows the last opened and already saved
assay protocol files for selection.
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Recent Results » Shows the last opened and already saved
result files for selection.
Recent Worklists » Shows the last opened and already saved
worklist window for selection.
Exit Terminates the program.
View Toolbar Shows/hides toolbar.
Status Bar Shows/hides status bar at the bottom of the
screen.
Utilities System Setup... Definition of instrument parameters.
Selftest Performance of a self test (initialisation).
Verify » Checks the photometer
Patient Details... Definition of detailed patient data.
Options... Definition of software parameters.
Window New Window Opens a new window.
Cascade Cascades the active windows.
Tile Tiles the active windows.
Arrange Icons The icons can be re-arranged.
i Shows the names of all currently active
windows.
Help Help Topics k'? Calls on-line help.
About EUROIMMUN Shows the version number of the
Analyzer I... EUROIMMUN Analyzer | software.
Table 6-1: General menu guidance
6.2.2 Worklist Menu Guidance
Menu Item Icon Function
Edit Panel Definition... Opens the Set-up Panel dialogue box (only
possible with open worklist) with editing
options for the current worklist.
Panel Options... Settings for processing the worklist.
Optimise Optimises processing of the defined run.
Lot specific values ... Display and input of the lot specific information
Mi and the required reagents for the displayed
worklist.
Start Starts the loading dialogue; once the loading
> dialogue has been completed, a run using the
current worklist will be started.
Stop Stops the current run. The run can be
. continued again and one or several plates can
be removed from processing. Or the entire
worklist can be aborted completely.
Load additional tips Allows the reloading of pipette tips.
View Module Schedule Graphical display of the processing of a
worklist (module-specific).
Plate Schedule Graphical display of the processing of a
worklist (plate-specific)
Utilities System Utilities Manual plate control.
Table 6-2: Worklist menu guidance
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6.2.3 Result Menu Guidance

Menu Item Icon

Function

Edit Outliers...

Shows the Outliers dialogue. This dialogue
shows all result values. Changes of these
values are marked in the result report.

Parameters...

Shows the Lot Specific Values dialogue. This
dialogue shows all data of the reagents.
Changes of these data are marked in the result
report.

Assays...

Shows the Change Assay Protocol dialogue.
This dialogue shows the used assay. Changes
of these assays are marked in the result report.

Retest...

Shows the Retest dialogue. This dialogue
shows all tested patients. Select one or more
patients you want to test it with this assay
again.

Copy to clipboard

Copy selected Quantitative Results to the
windows clipboard.

View Recalculate

After having changed the parameters for the
assay this function starts the recalculation. The
data reduction of the raw data will be done
using the new parameters.

Utilities Export Results

Shows a dialogue to start the export of the
results to a file and/or to LIMS.

Table 6-3: Result menu guidance

6.3 File Types

File

Extension | Path

File polling format setting of the import file for host
systems. For detailed information see EUROIMMUN
Analyzer | 'Connectivity Manual'.

*.apm C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer_|\.....

Assay protocol files

*.asy C:\Program
FilesS\EUROIMMUN\EUROIMMU

N_Analyzer_I\Assays

messages.

Files documenting daily data communication between PC
and EUROIMMUN Analyzer | instrument as well as error

*.log C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer_I\Lodfile

Coordinate files for e.g. dilution plates

*.mpc C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer I\System

Coordinate files for the racks

*.rac C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer I\System

Result files

*.res C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer_I\Result

Spectrum files (contain data of a spectrum acquisition)

*.spe C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer_|

Self test files with information about the self tests that
were performed.

* tst C:\Program
Files\EUROIMMUN\EUROIMMU

N_Analyzer_|

6 Operation
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Export files in ASCII format *.txt C:\Program
Files\EUROIMMUN\EUROIMMU
N_Analyzer_I\Export

ASCII patient data import files can be downloaded from a | *.txt For host connection

host computer to the EUROIMMUN Analyzer | software
(patient with associated assays).

Verification report files *.ver C:\Program
FilesS\EUROIMMUN\EUROIMMU
N_Analyzer_|

Worklist files *.wor C:\Program
FilesS\EUROIMMUN\EUROIMMU
N_Analyzer_|

Table 6-4: File types

6.4 Performing a Test Run

6.4.1 System Start

Start the EUROIMMUN Analyzer | instrument.
Start the computer.

Start the EUROIMMUN Analyzer | software by
clicking on the respective icon on the desktop or

choosing Start | EUROIMMUN Analyzer . m
Click on the OK button.

You don't need a User Name or Password

n To run the EUROIMMUN Analyzer | software in demo mode tick the Demo mode
check box. The EUROIMMUN Analyzer | software can be run without the
EUROIMMUN Analyzer | instrument.

After that, a system self test is performed and all S
instrument functions are checked. The result of this D[ DX 2| || & | (s » | m o
instrument check is then displayed on the screen. e R

parator EURCIMMUN

Pipette Passed

Washer Passed

{Colorimetar Passed.

Plate transport Passed

ncubators. Passed

coP Passed.

Paintenance:

Fer Help, press FL |

6.4.2 Input of Patient Data
n For more information about the tests, refer to the corresponding test instructions.

= MANUAL INPUT OF PATIENT DATA
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Select Utilities | Patient Details or click on the Icon
on the tool bar and define the patients and the
associated tests in the Patient Editor.

Click on the Add Patient(s) button to open the Add
Patient(s) dialogue box.

Patient Editor

|

----- iEa] Patients

Sort Order
& Ascending

" Descending
" None

Add Patientz]...
Add Test(z]...
Edit....
[elete

Delete &l

Wrda
Heda

Help

Enter the first sample name in the First patient ID.
Optionally, consecutive sample numbering may be
entered block wise. To do this, the number of the
following samples has to be entered in the Number
of patients text box. The software numbers the
following samples consecutively.

Click on the OK button.

Add Patient(s)

3499

Mumber of patients: I'l

First patient 10

LRl

] 4
Canicel |
Help |

The patient editor only accepts letters and numbers as patient ID. The use of any

Special Characters Such as ll%ll, II_II’ ll$ll, ll€ll,lllll, |I|II' ll/ll' ll\ll, Il;ll, Il,ll Or "." When
creating a patient ID or receiving from the host computer is forbidden.
The software returns to the Patient Editor and x|
shows the patients that were entered new. =8 Patients Sort Dider
Repeat this step, if necessary, for further patient jjjjg 2 9 il
ID's. 3 153501 " Descending
..... (3 153802 Mo
----- (] 153503
S
----- (] 153506
----- [ 153507 _AddTests) |
----- (] 153508 -
_____ [ 153509 Edit... |
[relete |
Delete All |
Undo |
Fedo |
QK. | Help |
Click on the Add Test(s) button in the Patient x]
Ed itor. Select Azzay(s] Select Patient(s]
In the following Add Tests dialogue, assign the e e ﬂ e
i Anti-Adenavinus |G 153501
patients to the assays. AniiAdsnovius 1oh asy 153802
To do this, select the patients and then the assay(s). | [zt S
. Anti-ANCA-Profil 195, 153505
Click on the OK button. AntiB2Gigkoprolein T lgh.asy 153508
Anti-B2-Gkaoprotein1 lghGh. azy 153507
Ant!-B2-Gkaoprote!n1 lgG. asy 153508
Ant!-B2-GI_I_,Ikoprot3|n1 _IgM.asy ) 153509
Anti-Borrelia burgdorferi sensu stricto [ghd CSF.a:
Anti-Borrelia burgdorferi sensu stricto [ghd. asy
Anti-BoneIia burgdorferi zENEU stricto plus YlE I
A . _Soctal |
ak, I Cancel | Help I
L
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“ You will find further information to the tests in the manual of the respective test.

= |INPUT OF BAR CODED PATIENT SAMPLES

Insert samples into the EUROIMMUN Analyzer | —
with the worklist closed. : E"’; -
Note: We suggest not to use the unreliable barcode j — v z
type "Interleaved 2/5" because of missing check = E ,
sums: The transfer cannot be verified. = B, z
The patient bar codes are read. (= ’ =
The dialogue box depicted to the right appears on b v 7
the screen, showing the identified bar codes. If a bar | i f=—— 7 .
code was not recognized, it can be manually entered | [ .
into the appropriate field of the sample position. i
From the respective list box (with all available »
assays), select the respective assay by clicking on 2 e
the column header. = —
Then assign the samples by clicking on the field in
the respective assay column.
Click on the Close to accept the selection.
Proceed accordingly for each further sample rack.
When connected to the laboratory software, the
patient-assay assignment occurs automatically.
“ The patient editor only accepts letters and numbers as patient ID. The use of any
special characters such as "%", "-", "$", "€""", "|", "/, "\, """ or "." when

creating a patient ID or receiving from the host computer is forbidden.

“ As an alternative, patients may be entered via host. In this case, you may start
directly with creating a worklist (see chapter 6.4.3).

“ You will find further information to the tests in the manual of the respective test.
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6.4.3 Worklist Definition

=  CREATE NEW WORKLIST

Click the New| Worklist button (or select File | New 3
and then select Worklist in the dialogue box). S s s wn |
The Set-up Panel dialogue box is displayed. el |

In case of non-bar coded samples, this dialogue r II :

box is empty, as shown in the figure to the right. |

With bar coded samples a worklist with plates, TI -

assays and patients is suggested in accordance with = [~ Stat aspit ane s =509
the assignment of the assays and are displayed in || | | ly ok | G | nee |

the Explorer tree. If a plate is full or tests can not be
combined together on a plate, another plate is
created automatically.

Click on the OK button to accept this proposal or
proceed with defining several plates (see chapter
6.4.3) or with input of reagent data (see chapter
6.4.3).

You can adjust the order of the plates or of the tests
within the worklist with the Move Up, Move Down —
buttons.

If the proposal is modified, the plate panel has to be
deleted with Delete and a new plate panel has to be
defined.

In the Set-up Panel dialogue box the plate(s) and
the plate layout are defined for the selected worklist
via the top 3 buttons. Click on the Undo button to
undo the last step. Click on the Open Panel button
to open a stored plate panel. Click on the Save
Panel button to save the defined plate panel. The
assigned patients are not stored.

To exit the window confirm the settings with the OK
—button.
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=  MANUAL ADD PLATES, ASSAYS AND PATIENTS IN A NEW WORKLIST

Click on the Add Plate button. _ El
. . = Plate 1 Add Plate - Plate 12

Plate 1 is entered in the Explorer tree. | N

Edi... | H)

Dekle | i

—

Unda

s [~ Star assay with 2 new strip it Layois

Open Panel | Bl | PatisrlDalails‘l % 0K Cancel | Hep |

Click on the Add Assay... button. 2] %]

The Open dialogue box shows all available assay
files (*.asy) in the selected subdirectory.

Select the desired assay file.
Click on the Open button.

x| = & ck E-

Anti-Adenovirus IgG.asy
Anti-Adenovirus Igh. asy
Anti-AMA-M2 196, asy

Anki-AMNA Screen I9G. asy
Anti-ANCA-Profil 196, asy

Anti—BZ-Gkaoprotein 1 Igh. asy
Anti—BZ-Gkaoprotein 1 IgAGM,
Anti—BZ-Gkaoprotein 1 IgG. asy
Anti—BZ-Gkaoprotein 1 IgM.asy
Anti-Borrelia burgdorferi WIsE I
Anti-Borrelia burgdorferi VIsE Ig

2

File name:

IAnti-Adenovirus lgh

Open I

Filez of tupe: I.&ssa_l,l Pratocol Files [7.azy)

j Cancel |

4

The plate panel, pre-defined in the selected assay
protocol, is entered into the plate depicted in the
Set-up Panel dialogue box (except tests). In the
Explorer tree the assay protocol is displayed as a
folder.

fetweana =l
5 [ Plate 1 .| Pl AnipRZ)
T il e N e IO F T
[ Addasmay. || &[0
Add Patient 22
cl[=
Ed || o
Delele Eyicn
F
el 5
Hezepen || H
Undo
s W Start assa with a new sirip Edit Layout...
OpenPanel,. |  SavePanel. | Patint Detak.. | oK Cocel | Hep |

Click on the Add Patient... button to assign the
patients to the selected assay.

The Select Patient(s) dialogue box appears. It
contains only the patient ID's for which the
respective assay has been selected in the Patient
Editor.

The dialogue indicates all patients with a ™', which
are already loaded on the instrument.

Select patients with the mouse or press on the
Select All button to select all of the loaded samples
to the worklist.

Click on the Ok button.

Select Patient(s)

3

Fatients;

Ok

0045
0046
0047
0043
0043
nos2
0053
0055
00&1
0oe3

Cancel

i

Help

Select Al

!

Patient Detalils... button in the Set-up Panel dialogue box.

If you did not enter any patient codes before creating the worklist, this window
does not contain any patients. In this case you can assign assay/patients via the
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“ If a sample is already assignhed to the worklist, it disappears from the Select
Patient(s) dialogue.

“ To run the same patient with the same assay on more then one plate, the option
Allow multiple determinations must be selected.

The selected patients are listed in the Set-Up Panel | S s B
i T | [Pt AniPR31GE
dialogue box as contents of the assay folder. f,,ﬂ.t;.mgs %l il SR D
& o B
E i 4 || ofeaft
g [l
‘ %gg il 61z [r0
ggg; ‘qqu.;'d..,. n H[T3
Feds ¥ Start assay wilh anew siip Edit Layout...
OpenPanel,. |  SavePanel. | Patint Detak.. | oK Cocel | Hep |

= DEFINING SEVERAL ASSAYS PER PLATE

The respective plate must be active. me B
If not: click on the plate name in the Explorer tree. FRiaman ‘4|m,%| NN
Click on the Add Assay... again to place a second _easruen S| 21
assay on the same plate. - E .
The panel of the first assay is hidden. Il
Select assay and patients as described in the steps TI ’
before (see chapter 6.4.3). ——— _D_IJ|_| ey w%' [
“ Only possible with identical incubation and wash parameters!
“ The item Start assay with a new strip must always be enabled!

=  DEFINING SEVERAL PLATES
Click on the Add Plate... button.

i = o Flae addPie,, | [ Plate2 AriAPO Ig
Click on the Add Assay... button and select an e W‘ B
assay protocol (see chapter 6.4.3). e B
Click on the Add Patient... button and select s || ol
patients. 1 oms T il
The expanded Explorer tree is displayed along with EE; e |
plate 2 showing the panel of the active assay. ] — 7 St s i e i EdlLame.
Repeat these StepS for further plateS. OpenPanel,. |  SavePanel. | Patint Detak.. | oK Cocel | Hep |

Further possibilities:

Click on the plus sign of a plate folder to view the
respective assays in the Explorer tree.

Click on the plus sign of an assay folder to view the
respective patient ID's in the Explorer tree.

Change the order of plates via the Move Up and
Move Down buttons.
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INPUT OF REAGENT DATA

After all required plates have been defined in the
Set-up Panel dialogue box, click OK to close the
dialogue box.

The Lot Specific Values For: Plate 1 dialogue box
for the active worklist is displayed. It includes a tab
for each assigned assay, listing the required
reagents for the respective assay.

For this assay and - if available - for the other
assays on this plate, that are located on further
tabs, you have to enter the lot-specific data via
scanning the 2D-Barcode of the “Quality Control
Certificate” (enclosed with the test kit).

Lot Specific Yalues For: ‘Plate 1*

AntiPRA3 196 | AntMPO 196 |

- Batch Mumber:

Batch Name

Lat

Eipiy Date TargatValue Tolerance Urits

QA Label

ki EOEOT10aM 070109 | ||
it EOB01104M 070109
Anii-PR3 laG 51 0013100343 070109 >1,150 op
Anti-PR3 196G 52 0013110343 070109 »>0,171 oD, :‘
&ri.PRT Inl 53 nIN2049 - Fmmg N1 nn
Add Remove
- Assay Prolocol Paramelers "~ Qualty Corrol
Vehe: [0 | < A
T —r
1 20071 Edt.
g,  gadees
Frst 2052 %]  Uelels

The different assay tabs must be selected by hand!

Click on the Ok button.

treated as described above.

After the last plate is defined the Worklist window is displayed (see next chapter).

The first assay of the next plate is displayed. This and possibly following assays and plates have to be

6.4.4 Start a Worklist

THE WORKLIST WINDOW

When all dialogues have been processed as
described above, the Worklist window with the
Worklist parameters and the Explorer tree appear.
The start time and end of the run as well as the plate
status (loaded/not loaded/error), the selected assays
and the number of patients are displayed.

In the Explorer tree, click the plus sign of the
worklist folder and then the respective item.

Click on the Start button to start the worklist and
open the Load dialogue (see chapter 6.4.4).

=lol =)
=181 x

Plate 1

e Plate 2

_Start_Finish _ Status _ Assay

0320 1050 Motloaded  Anti-PR3 oG

0920 1057 Mot loaded  Anti-MPO IgG

FPoi

0

10

ents

Foelp prass 1

Schedule

The Schedule shows the process diagram for the
worklist. It can be presented as Module Schedule
(see figure) or as Plate Schedule. The selection is
made via the View menu.

The individual plates and process steps are
displayed in different colours.

=lol =)
=181 x

5 paramoters

dcitinnal resources
iditianal plates

Pigette
Incubator 1
Incutator 4

.h- hf ]f‘“
[ia]

|
Washer
Incubator 2
Plals trangper

.,_;Tnl @]EJ > | 'HJJ ¥ |

Calorimeter
Incubrator 3

Foelp prass 1
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Plate Layout w., Zien
The Plate Layout shows the exact plate layout. All e
plate layouts defined in the current worklist are - F‘”:
displayed one below the other. s £ 0 D Y S 0 S N S
The view can switched between Layout Label (e. g. § b : :
T1, T2 ..) and Patient IDs (e. g. 318261, 513255 ...) : 1 - - - .
(see chapter 6.2.2). i
The desired design is selected under the View 3 4 s s B 8w w
th
menu. 3
‘IS Pr‘m 7
1l —— |
Fer ek, prsss FL fow [
Reagent mnmmmamym [Work1] ﬂg
Requirements 13_] BE|
- . Feagent requirements
The Reagent Requirements show the required J = mp =
EU Probenpuffer blau 135ml 00 Dral
amount of reagents. s i o on
. Anti-PRI IgG 53 (0013120349) a,2mi A 0ml
Make sure the required volumes of the reagents are e o i LA
. . .. . . . EU Konjugat 1p5 34ml 120ml
available and there is sufficient space in the liquid Elomars B i
waste container. AT NEG g 52 B Bn i
AnENPO s 53 (D013240402) 02ml A4l
AntMPO IgG PCO1 (DI13250402) a,2mi A 0ml
AntePO lgi3 NCOT DO0ES10284) 02ml A0ml
Positian PraE?nr Pelqulzv,: o Lef
Bim oo
” |
Fer Help, press FL [ mwW[ s
System Status The 8t Ui i 5t Zien

The System Status shows the working area J O 4| e | 4‘ J | o] J E| w|
including status messages. Depending on the type ot

of loading (bar coded, non-bar coded samples or

host connection), this presentation differs: 5?:,.“ i

Bar coded samples:
Sample and reagent racks are depicted.

Non-bar coded samples and host connection:

No racks are depicted yet. . "
Fer ek, prsss FL T
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i e L Ed
Active Event Log e i
The Active event log shows the communication o | O]
protocol, listing all steps of the EUROIMMUN Jmﬂ;«w i 7
Analyzer I. g":,:“;mm
Important actions in this context are warning and e
error messages; they are displayed in red. |
Reactions by the user on these actions are
displayed in green.
User actions such as manual definition of reagents
are also displayed in red. ” L
For ek, press F1 e
Job List gl M, e
The Job list shows the allocation of patient ID's and z] @ w
tests to be performed in a list. " ot ==
Pationt ID Asgayls)
We Reagent requicements 1045 Anti-PR3 IgG Anti-MPO g5
(3 System status 046 Anti-PR3 195
b e
048 Anti-PR3 lgG
050 Anti-hPO G
posz Anti-PR3 136G Anti-MPO (35
053 AntkPRI 196 Anti-MPO g5
054 AnlMPD 193
055 Anti-PR3 196G Anti-MPO 126
056 AntiPD IgG
bace SO b
061 Anti-PR3 g Anti-MPO g5
063 Anti-PRI IgG
1l — R
Fer ek, prsss FL T

= | OADING SAMPLES AND REAGENTS

CAUTION: Laser radiation - do not stare into beam!

Allocate the vials only into suitable locations. An incorrect allocation may cause
errors in dispensing.

Samples having particulate matter, turbidity, lipaemia, foam, or erythrocyte debris
may require clarification by filtration or centrifugation before testing.

The use of primary tubes with gel separator requires a careful check of the sample
volume above the gel to avoid any possible errors in dispensing.

When refilling a reagent bottle, never exceed the bottle shoulder. An over-filling
may lead to an incorrect dispensing.

EEEE B
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Start the worklist list by clicking:

[

Loading Bar e
Coded Patient e

.OCQOQ.D
Samples and [Jeecesoses
Reagents

L ]

The sample and reagent area on the screen is
empty.

The required resources are displayed as symbols in
different colours in the top right corner of the screen.
You can view the respective name by moving the
cursor over these symbols. An inserted rack is _i i Q ﬁ

depicted graphically and the loaded resources are S e e
automatically allocated. eS| BoniReant o o), o |t |

INRAN

Right LED lights up red when opening the loading et
flap. |

Insert first rack into the right track. =

The bar codes are read and the rack and the
available reagents are identified.

If the rack has been inserted properly up to the limit
stop, the LED erase. On the screen, the loaded
resources from the pool of unallocated resources
are allocated to the inserted rack (marked with a
cross in the rack paosition), since they are bar coded —
and are therefore identified. ﬁ Q Q i

The next empty track |S marked by a red LED uto Arange Saples | Dpen Flssgent Layeut.. | Fedraw Unalozated Fiesouces |

Scanves Gobop | Sove Rleagent Lavout | 0K | Conod Hob |

Proceed as described in the preceding step (see =
chapter 6.5/6.6/6.7).

1100

AT

OOO0OCO000O0B0
BEEOODOOOO

[slsletutotatalel X 1 3 L 2L B 1 1 J

]
z

“ Always load racks from right to left.

/Allocation on Non- R ——
bar Coded !:::;""'
Reagents and D.......'El.
Samples

[ ]

The sample and reagent area on the screen is
empty.

After insertion of the racks only the rack types with
empty positions are depicted. Unallocated but
required resources are displayed as symbols in
different colours in the top right corner of the screen. _i i Q ﬁ

You can view the respective name by moving the S e e
cursor over these symbols. oo || et | o), o |t |

d11T
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Right LED lights up red. et
Insert first rack into the right track.

Allocate the not bar coded reagents on the screen
by dragging the mouse - corresponding to the actual
loading - to the reagent rack.

Each dot clearly corresponds to one reagent.

Insert the required racks one by one into the tracks
marked by the red LED and allocate the resources
as described above (from right to left).

On the screen, allocate the samples by dragging the i Q Q ﬁ
mouse - corresponding to the actual loading - to the | 270 - "0 e
sample racks. Each dot clearly corresponds to one S v ecRes | ok ] omel | e |
patient tube or one reagent. .

AT

OOO0CO00O0B0
EEOOOOOO

[slsletutotatolel X 1 & § 100 B 1 1 J

1 N T

n "Dragging" means clicking with the mouse on a resource, keeping the mouse
button pressed down, moving it to the desired location, and releasing the mouse
button again.

Auto Arrange Samples:
Load procedure 1:

Load all sample racks and press on the Auto Arrange button. The fill direction of the samples starts at
position one of the rack placed in the far left side.

Load procedure 2:

Load the first sample rack and press on the Auto Arrange button. The fill direction of the samples starts
at position one of the sample rack just inserted.

Proceed this sequence with the remaining racks.

n The Auto Arrange function always arrange the samples by using the None sort order
as selected in the Patient Editor. After its use, it is recommended to perform a
random manual verification of the sample ID's in the rack. This type of verification
is also recommended when working with a job list manually created for sample
tubes without barcodes.
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= | OADING OTHER REQUIRED RESOURCES

Load disposable tips and dilution plates as well as - e
wash buffer and distilled water as shown on the
screen. The number and size of the required tips is
displayed.

Observe defaulted positioning!

Tip racks depicted in dark gray and light gray must
be loaded in addition.

300 ul tips are be depicted in dark gray.
1100 pl tips are be depicted in light gray.
Only complete tip racks should be loaded. j i Q ﬁ

Tip racks depicted in red are already available on | | e
the instrument; tips may have been removed || T = T D Es T
already. The number of tips that are still available is
taken into account by the software.

J11T

OO00CO0000®0
BEEOOOOOO

[aleletutatatalel X L & 8 20 X L3 ]

z

n Check if sufficient tips are available and if the tip size displayed agrees with the
position on the instrument!

A Please carefully check the tip racks allocation, following the specific colour
code and type in the software. A tip misplaced can not be recognized by the

instrument and may cause mechanical damage!

* REAGENT VOLUME CHECK
After loading and allocation of all required resources,

press on the Ok button. A volume check of all Insufficient volume of 'Ant-PR3 g6 NCO1 T
reagents is carried out automatically (if enabled). (DO0B5102847, pasitian 7.5, for the warklist Ml

If the reagent check shows, that the volume of one
reagent is low, a System Error dialogue box

appears alertlng you about any insufficient volume. If thiz ermor persizts contact your local service centre.
To refill the respective reagent or to replace it by a Abot Workist | [ RefilBatte. | fonore Reagent

new bottle, the respective reagent rack has to be
moved out, reagent has to be refilled or the bottle
replaced, respectively and the rack has to be
inserted again.

If you press on the Refill Bottle... button, the
volume is checked once more.

If the reagent was identified manually, the position in
the rack has to be allocated once more (see above).
If the reagent cannot be supplied, press on the
Abort Worklist button.

This will abort any further volume check.

The Ignore button skips the reagent check for this
specific reagent (the insufficient volume is logged)
and continues with the reagent check for the next
one.
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A Do not change any reagent or sample position!
After training it is the customer's responsibility to disable the reagents
[f} check.

= PLATE LOADING

‘ Plate loading may be started as soon as all reagents are available in sufficient quantity.

Plate Loading e > -

Flate 1D Basals) Plate Layout
The plate compartment LED lights up green, the [feose e N e o B S S B B R A
dialogue box depicted to the right appears on the B AT

monitor. Open door and place test plate (position Al
on the rear left) with the holding frame correctly on
the plate transport unit (see chapter 6.5). o | e | ow ||"5

Enter the plate name in the field Plate ID.
Click on the OK button.

The test plate is first moved into the photometer to
check for an adequate strip filling for the
performance of this assay. Then the plate is placed
on the pipettor station. The plate transport unit
moves back to the home position and the Load
Plate dialogue box requests the 2nd plate.

Repeat procedure until all plates of the worklist have
been inserted.

ToTmmoo®@
Fif
=]

n At this point, the system does only recognize if a holding frame has been loaded!

A Do not change the plate order!
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= STARTING AND PROCESSING A RUN

=lol =)
18] =]

As soon as all plates have been loaded, the system
starts the run. All loading doors must be closed so
that the run can be started!

The plates are processed in accordance with the
defined process steps of the selected assays. %

During the run, all worklist options (see chapter B [ B s
6.4.4) can be viewed. In the Schedule mode the

current time and thus the current operation is
marked by a vertical indicator.

At the end of the entire run, the system prompts you
to unload plates. Unload plates one by one. Results

@ ulojcy | =] e

emoters R S

u I
Pistc 2 1) L] i

dditianal plates = |

can be viewed as soon as all plates have been R L
unloaded.

Dependent on the attitude in the test definition
("Raise alarm and stop", "Log and continue" or
"Manual pipette at end of step") the error handling is
different at a clot detection.

Action on error "Raise alarm and stop”

If a clot is detected, the system stops and shows a System Error

message with the fOHOWing buttons: Clat detected in patient sample ‘000002 [11.2] ;
Skip Sample: (length 65535) Silence Alam |

The pipettor moves to the eject position to remove
the tip.

Entry in the Eventlog. IF thiz emar persists contact pour local service centre.
The next sample will be pipetted. T

p Sample Aibort Plate Continue

The result file flags all samples with 'Clot detected’
where a clot was detected.

Abort Plate:

An additional message comes up to confirm the
plate abort process.

The pipettor moves to the Eject position to remove
the tip.

If available, the next sample of the next plate will be
pipetted.

Continue:

The sample is pipetted in the appropriate well of the
micro plate.

The result file flags all samples with 'Clot detected’
where a clot was detected.
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Action on error 'Log and continue’

If a clot is detected, the system does not show a
message and continues with:

The pipettor moves to the eject position to remove
the tip.

Entry in the Eventlog.
The next sample will be pipetted.

The result file flags all samples with 'Clot detected’;
where a clot was detected.

Action on error 'Manual pipette at end of step’:

If a clot is detected, the system does not show a
message and continues with:

The pipettor moves to the eject position to remove
the tip.

Entry in the Eventlog.
The next sample will be pipetted.

At the end of the pipetting step, a message comes
up and shows you all samples which were not
pipetted or were a clot was detected.

The result file flags all samples with 'MP’ where a
clot was detected.

= PAUSING OR CANCELLING A RUN

Click the Stop button to stop the current run.

The EUROIMMUN Analyzer | system stops and
shows the System Paused dialogue box.

Click Resume to continue the run.

Select a plate and click Abort Plate(s) to remove
the plate.

Click Abort Worklist to remove all plates.

Any interruption of a run is documented with the time
of its occurrence.

If an error occurs, a run is automatically stopped. A
dialogue box with a message describing the error is
displayed. Error messages have to be confirmed
accordingly and you may then continue or abort the
run.

System Paused

Plates;

Plate 1
Plate 2

Help

Rezume

Abart Platelz]

Abort 'Woarklist
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ﬂ The EUROIMMUN Analyzer | unloads an aborted plate at the next appropriate
moment. You must unload this plate; otherwise the worklist will be paused! An
already started process step with another plate will be finished first.

6.4.5 Results of a Run

Upon complete processing of a plate, the results are saved to a result file and displayed on the screen,
which can be printed in individual parts or as a whole.

Click on the plus sign in front of file name to open the folder tree of the result file.
Click on the individual symbol of the folder to display its contents in the right window.

A Don't approve results without reviewing the original results printout, the
validity of the standards, the controls and the events of the run!

=  RESULTS REPORT

The contents of the report will result in the test set programming!

Laboratory Details

Select the item Laboratory Details to open the window depicted to the right, showing information about
the laboratory (e.g. name, address, etc.)

This information can be entered and edited via the menu items Utilities | Options | Laboratory (see
chapter 6.2.1).

/Assay Header

The Assay Header identifies the assay, respective assay definition file, the results have been
generated with. It provides information on the plate ID and the person responsible for running the test,
specifies the assay used, saves date and time the test has been finished and shows certain default
settings of the photometric measurement such as the overflow limit and the wavelength as well as the
reference wavelength. Furthermore, important error messages that came up in the course of processing
the assay respective the worklist are already displayed at this point.

Reader Results

The blank value is displayed in the Reader Results section. This section can also be used to show the
raw data.

Quantitative
Results

The window Quantitative Results shows the graph which is created with the standards defined in the
assay.

Combined Report

The Combined Report shows all patient IDs, results, flags etc. in one table. It gives a short overview
about all relevant data.

The samples are identified by the patient ID. The individual wells are identified (alphanumerically),
evaluated, calculated and, if necessary, flagged.
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Validation Criteria
The window Validation Criteria indicates if the control values of the test meet the defaulted criteria.

If the values of the control well are within the limits specified by the formula in this field, the test is
considered valid and can therefore be [glvaluated.

If one of the criteria is failed, the test will not be evaluated.

Qualitative Results

The window Qualitative Results provides information regarding the cut-off value of the test.
Three options are available:

+ : positive result

- I negative result

? . result in the gray range.

Events

The Events window shows information on important actions performed by the analyser and subsequent
reactions by the user.

Important actions in this context are warning and error messages; they are displayed in red.
Reactions by the user on these actions are displayed in green.
User actions such as manual definition of reagents are also displayed in red.

Lot Specific Values

The window Lot Specific Values, if selected in the assay-protocol, includes the lot data entered before
the start of the worklist, the reagents used and the test kits.

6.4.6 Re-Loading

To insert a new plate during a running worklist, this can be done by re-loading.
Input of additional patient (bar coded or non bar coded):
Bar coded patients:

First, insert the bar coded patient samples and then assign the assays in the Patient Editor (see
chapter 6.4.2). Processed sample racks (red flashing LED) may be removed.

Non bar coded patients:

First, enter the additional patients in the Patient Editor (see chapter 6.4.2).
Select the item Edit | Panel Definition.

The Set-up Panel dialog box appears showing the current plate panel.

Define additional plate panel via the Add Plate, Add Assay and Add Patient buttons (see chapter
6.4.3).

After definition of the additional plate panel, click on the OK button.
Enter all Lot Specific Values (see chapter 6.4.3).

After confirmation of the lot-specific data, the Load dialogue box appears (possible during incubation
phases) or the system specifies that the system is currently busy. The times for loading resources and
plates are depicted in the worklist schedule (Additional Plates).

When the specified time is over, select the item Edit | Panel Definition once more. The Load dialogue
box appears.

Non Bar coded Patient samples:

Insert sample racks and allocate sample symbols with the mouse to the new sample rack (see chapter
6.4.4).

Processed sample racks (flashing red LED) can be removed.
Reagents:
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Refill or add additionally required reagents as shown on the screen (see chapter 6.4.4). The reagent

symbols are automatically allocated to the respective positions.

Disposable tips and dilution plates:

Refill disposable tips, dilution plates, wash buffer and distilled water as shown on the screen (see

chapter 6.4.4).

errors in dispensing!

may lead to an incorrect dispensing!

Allocate the vials only into suitable locations. An incorrect allocation may cause

When refilling a reagent bottle, never exceed the bottle shoulder. An over-filling

Never remove a rack while still in use. Remove it only when the related LED is

flashing. If a sample rack is removed which is still in use, all samples not already
pipetted out of this rack will be flagged with Removed and not calculated.

Make sure that the flap of the reagent unit is closed after re-loading.

After loading and allocation of all required resources, confirm the dialogue with OK. A volume check of

all reagents is carried out automatically, if enabled (see chapter 6.4.4).

After the volume check, the worklist is calculated new (interlacing or adding new plates/assays to be

processed). Further processing is then carried out in accordance with the new worklist.

6.4.7 Patient Result Report

The patient result report shows a compact summary | EEEETE ]
of the patient results of all selected assays. Patient Filer Assays Dats from:
&l patisnts im:ﬁgagﬁliugﬁ - IDDnnelstag,‘IS. danvar |
€ Fkerory [FatientlD 2] | {anissorrien Liguor | e
Select File | New. @ cterrs [T S e | e e 3]
In the New dialogue box, select the file type Patient £ Beeey | Ao o8 e
Result Report. ad | Eﬂi{%gg%g:ﬁga
In Fhe Patient Result dialogue box, select All ifddgi gEEE;gggg Em Bar
Patients or IDs between. P E—— o e Cancel
If you selected IDs between than enter the first ID| | © tone A e Frofi s o ] Hok
and the last ID in the two boxes.
Select up to five assays.
Select the period of time in the boxes Date from and
Date to.
Select the Sort Order. = ST
Click OK to confirm the entries. 0| 0E| | @] & »| = @E| ow|
The system shows you the patient result report. i 1
Select View | Detail to show a detailed list, including | " ™"
the Batch Number of the Kit (if entered, see chapter
6.4.3). :
-
R i
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6.5

6.5.1

6.5.2

6.5.3

Loading (Instrument at Hold)

Refill System Liquid
Open screw cap of system liquid container and refill system liquid or replace
container.

Close screw cap again and watch out for correct seat of level sensor and
connections.

Refill Wash Liquid

Hold bottom drawer with both hands at the bottom edge and pull it out. The LED
INSTR must light up green.

Open cap of wash container and refill the respective liquid or replace bottle.
Close cap again and watch out for correct seat of level sensor and connections.

Close bottom drawer again, so it clicks into place (audible click).

Position Dilution Plates

Pull very left drawer out. The LED DWR must light up green.

Place dilution plate(s) in the respective positions as shown in the Load dialogue
box. The position 1 is on the rear.

Push in drawer again up to the limit stop (audible click), overcoming a slight
resistance.

- 46 -
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6.5.4 Load Tip Racks

1. Pull very left drawer out. The LED DWR must light up green.

2. Place tip rack - as illustrated in the drawing below - into the holding device of the
instrument, so that the pin sits in the groove of the tip rack.

3. Push in drawer up to the limit stop (audible click), overcoming a slight resistance.
Please carefully check the tip racks allocation, following the specific colour code

and type in the software. A tip misplaced can not be recognized by the instrument
and may cause mechanical damage!

Pin Groove

4
.

Figure 6-1: Inserting a tip rack

6.5.5 Load Sample and Reagent Racks

CAUTION: Laser radiation - do not stare into beam!

The red LED indicates the track where the rack is to be inserted. When loading reagent
racks that occupy two tracks, it must be ensured that the rack with its right track
(= position of contact tappet) is placed on the track with the red LED. The bar code labels
must face right to the bar code reader.

Samples having particulate matter, turbidity, lipaemia, foam, or erythrocyte debris
may require clarification by filtration or centrifugation before testing.

The use of primary tubes with gel separator requires a careful check of the sample
volume above the gel to avoid any possible errors in dispensing.

Never remove a rack while still in use. Remove it only when the related LED is
flashing. If a sample rack is removed which is still in use, all samples not already
pipetted out of this rack will be flagged with Removed and not calculated.

If reagents were not identified or placed without barcode, the user has to make
sure that the manually allocated positions correspond to the actual placement on
the reagent rack. Manually allocated reagents are identified in the result printout
and in the log file.
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Loading Reagent 4. |Insert the rack on that track that is marked by the red LED on the rear panel.
Racks Place rack in front of the track and then push evenly up to the limit stop (with the

pin in the contact pin hole on the rear panel). The bar code labels must face
right towards the bar code scanner.

5. The LED goes off and jumps to the next position that can be loaded. (A red
flashing LED indicates that the rack wasn't identified correctly. Pull out the rack
and insert it once more.) A graphical representation of the correctly inserted rack
appears on the screen. From the pool of unallocated resources in the right-hand
side of the screen, the loaded reagents are allocated to the rack in accordance
with the identified loading. Place the mouse pointer on the reagent to check the
ID.

6. Insert the next racks as described.

The software shows all resources prior to allocation in the area Unallocated resources
in their respective colour (as defined in the reagent database).

All automatically allocated samples and reagents are crossed; all manually allocated
samples and reagents are not crossed.

Loaded reagents which are identified by a bar code and which are not needed for the
current worklist are presented in black.

Reagents that have not been identified are not displayed in the reagent area, the position
remains white. The symbols of these reagents can be allocated from the area
Unallocated resources to the respective positions with the mouse.

ﬂ See notes on chapter 6.5.5
Load Patient 7. Insert the rack on that track that is marked by the red LED on the rear panel.
Sample Racks with Place rack in front of the track and then push evenly up to the limit stop (with the
Bar Coded pin in the contact opening on the rear panel).
Samples

8. The LED goes off and jumps to the next position that can be loaded. (A red
flashing LED indicates that the rack was not identified correctly. Pull out the rack
and insert it once more.) A graphical representation of the correctly inserted rack
appears on the screen. From the pool of unallocated resources in the right-hand
side of the screen, the loaded samples are allocated to the rack in accordance
with the identified loading. Place the mouse pointer on the sample to check the
patient ID.

9. Insert the next racks as described.

10. After loading, close the flap again (audible click).

ﬂ See notes on chapter 6.5.5
Load Patient 11. Insert the rack on that track that is marked by the red LED on the rear panel.
Sample Racks Place rack in front of the track and then push evenly up to the limit stop (with the
without Bar Coded tappet in the contact opening on the rear panel).
Samples

12. The LED erase and the rack type is identified by the bar code scanner and
depicted on the screen with empty sample positions

13. Insert the next racks in the track marked by the red LED.
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14. Once you have loaded all racks, distribute the unallocated samples displayed on
the screen on the individual rack positions with the mouse in accordance with the
identified loading.

15. Close the flap again (audible click).

ﬂ See notes on chapter 6.5.5

6.5.6 Load Test Plates
1. When the software requests a plate, the LD LED lights up green (on the
instrument front panel next to the right flap) and the Load Plate dialogue appear.

2. Open flap (very right). The plate transport unit is already in a position directly next
to the plate compartment.

3. Place test plate in holding frame (see chapter 4.3.4) and push it in, overcoming a
slight resistance.
ﬂ Check if the plate has been inserted correctly and make sure no strip extends
beyond the edge of the frame.

4. Place holding frame onto the plate transport unit such that both pins of the
holding frame on the right sit in the openings of the slide on the plate transport
unit (see chapter 4.3.4).

Close flap.
In the Load Plate dialogue, enter the plate ID and click OK.

7. The test plate is first transported into the photometer to check for an adequate
strip filling; then the plate is placed in the pipettor area.

8. Repeat this process to load several plates in succession.

6.6 Unloading

6.6.1 Remove Dilution Plates / Take Tip Racks off

1. Pull very left drawer out. The LED DWR must light up green.

2. Take dilution plate(s) and/or empty tip racks out of holding devices.
Partially used tip racks must remain in the original position. The information
regarding the number and position of the available tips is stored in the
EUROIMMUN Analyzer | software and this information is used for the
subsequent run.

3. Push drawer in again (audible click).

6.6.2 Remove Racks with Patient Samples and Reagents

1. Assoon as a LED starts flashing, the respective rack can be removed.
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Never remove a rack while still in use! Remove it only when the related LED is
flashing! If a sample rack is removed which is still in use, all samples not already
pipetted out of this rack will be flagged with Removed and not calculated.

2. Open flap (see Figure 4-1: EUROIMMUN Analyzer | - Instrument modules).
3. Pull racks out.

4. After removal, close flap again (audible click).

6.6.3 Remove Test Plate

1. Open flap. The plate transport unit with the test plate is already in a position
directly next to the plate compartment.

Remove plate with holding frame and take plate off the holding frame.
Close flap again (audible click).

Process plate further manually or dispose off plate.

6.7 Disposal

6.7.1 Liquid Waste from Pipettor and Wash Unit

1. Open screw cap on liquid waste container.

2. Dispose liquid waste in accordance with the legal provisions and clean the
container.

3. Close screw cap again and check proper seat of level sensors and connections.

6.7.2 Disposable Tips

1. Disposable tips are automatically ejected at the tip ejection station. Via a slide
they go directly into a bucket, which is positioned inside the floor unit of the table.

2. Dispose disposable tips in accordance with the legal provisions and clean the
bucket.

Potential infectious material and all parts that may come in contact with
potential infectious material must be disposed of according to the legal

requirements of the relevant country.

6.7.3 Disposal of Instrument

Disposal of the instrument according to national legislations.

6.7.4 Disposal of Packaging Material

Disposal of the packaging material according to national legislations.
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7 Care, Maintenance and Troubleshooting

The user must perform the maintenance work described in this chapter. Any service work
described in the service plan (see chapter 7.2) or not described in the operating manual
must be performed by authorized service engineers.

These maintenance procedures must be performed to keep the instrument in proper
working conditions. Any deviations may lead to false results.

71 Maintenance Schedule

The maintenance work described below has to be performed by the user whenever
necessary, at least, however, in the intervals specified below.

7.1.1 Daily Maintenance Procedure

Start up " Check the system liquid container level and, if necessary, refill with
distilled water.

" Prepare the wash buffer and adjustment solution in the required
quantities. Discard any residual solution from previous runs and clean the
container with distilled water. Ready for use wash buffer and adjustment
solution are stable for up to three days if unchilled and stored in the
system

" Open the drawer of the EUROIMMUN Analyzer | and check if the
needles of the wash head are dirty. Clean them, if necessary, using the
supplied cleaning needles. Start the "Washer Check" assay to check the
washing performance (constant liquid level of the first 8 strips and
dryness of the last 4 strips). The first 8 strips are to be filled as follows:
strips 1-2 EU Wash Buffer, 3-4 Adjustment Solution, 5-6 Wash Buffer
TSH-R, 7-8 Distilled Water. If the washer test fails, recheck the condition
of the wash head needles, clean them again and repeat the washer

check.
End of work 1) Remove all reagents and samples.

2) Disinfect (e.g. Mikrozid) and clean (e.g. Mucasol) the surfaces of the
device. Do not use any bleaching agents or cleaning agents containing
acetone.

3) Remove all wash buffer storage containers. Fill the spare containers with

distiled water and place them into the instrument drawer. Start the
“Rinse_daily” assay.

4) Check the waste container liquid level and empty, if necessary.

5) Check if the tip waste bucket is full and empty, if necessary.
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7.1.2 Weekly Maintenance Procedure

In addition to the daily measures, the following weekly maintenance steps must be

performed:
Procedure

1) Decontaminate the pipettor washing station by filling approximately 5 ml
of disinfectant (e.g. Mikrozid) into the station and leave to act for at least
15 minutes before rinsing. Initiate the self test under «Utilities» to
aspirate off the solution. Thereafter, clean the washing station using a
paper towel.

2) Empty all storage containers in the drawer (4) and clean them thoroughly
e.g. using a bottle brush. Then rinse the containers with distilled water.

3) Fill all 4 containers with distilled water, reinsert them into the device and
connect them to the system.

4) Start the "Maintenance_weekly" assay to flush the channels and the
wash head with distilled water.

5) Decontaminate and clean the tip waste ramp.

6) Empty, disinfect (e.g. using Mikrozid) and rinse the waste container.

7.1.3 Monthly Maintenance Procedure

In addition to the above-mentioned measures, the following monthly maintenance steps
must be performed:

Do not use any disinfectants containing alcohol for Plexiglas surfaces and for the
manifold (e.g. cover)!

Disinfectants must not come into contact with bearings and guides, as otherwise
the greasy film may dissolve!

Disinfectants must not be used in the vicinity of circuit boards and light barriers!

1) Fill the 4 storage containers with the cleaning solution EUROIMMUN
Setup Clean and dilute 1:5 with distilled water (e.g. 100 ml Setup Clean +
400 ml distilled water per container). Start the "Maintenance_monthly"
assay to rinse the channels and the wash head with cleaning solution.
After this, empty the storage containers. The prepared cleaning solution
can be stored for later use.

2) Rinse the containers thoroughly using distilled water. In order to remove
all cleaning solution from the tubes, fill the storage containers with
distilled water and perform the "Rinse_monthly" assay.

3) Empty and disinfect / clean the system liquid container (e.g. using
Mikrozid / Mucasol). Then rinse thoroughly using distilled water to
remove all cleaning agent residues in the container.

4) Clean the pipettor tip using a soft, lint-free tissue and alcohol.
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7.2 Service Plan (to be performed by authorized
Service Engineers)

Periodically, during the year, a specific preventive maintenance can be run by the
authorized technical personnel.

A specific procedure will be followed, to ensure a good check on all the instrument parts,
which are:

o Photometer

o Washer

o Incubator

o Plate transport

o Pipettor

7.3 Cleaning and Disinfecting the Instrument
Clean or disinfect the following instrument parts of the EUROIMMUN Analyzer | in
accordance with the maintenance plan:

4. Housing surface

5. Interior of instrument (see Figure 7-1: EUROIMMUN Analyzer | - Instrument
modules) :

o magazine for tip racks and dilution tubes (1),
o sample and reagent unit (2),

o test plate area (3),

o test plate compartment surface (4),

o incubators (6),

o drawer with wash unit and wash buffer (5)

6. Manifold in washer unit (5)

ﬂ Disinfectants must not come into contact with bearings and guides, as otherwise
the greasy film may dissolve!

ﬂ Disinfectants must not be used in the vicinity of circuit boards and light barriers!

ﬂ Do not use any disinfectants containing alcohol for Plexiglas surfaces and for the
manifold (e.g. cover)!
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Figure 7-1: EUROIMMUN Analyzer | - Instrument modules

7.3.1 Cleaning and Disinfecting the Housing Surface

Proceed as follows:
1. Apply disinfectant on instrument housing surface.
2. Let it take effect according to the manufacturer's specifications.

3. Wipe instrument off with a cloth.

7.3.2 Cleaning and Disinfecting the Interior of the Instrument

If liquid got inside the drawers or individual modules, turn the instrument
off immediately. Clean the affected areas as quickly as possible using an
appropriate cleaning agent; take all sensitive parts and all parts that are
relevant for operation into account: guide rails, door edges, plate transport

unit, drawers, racks etc.

The actions listed in the maintenance schedule (see chapter 7.1) have to be performed
regularly and have to be documented.

7.3.3 Maintenance of Pipettor System

The pipettor system is automatically primed with system liquid during a run; this process
is controlled by the EUROIMMUN Analyzer | software.

Further actions are also provided by daily and weekly maintenance.
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7.3.4 Maintenance of Washer System
The washer system is automatically flushed with distilled water following each wash step;
this process is controlled by the EUROIMMUN Analyzer | software.

The 4 containers with wash buffer/distilled water and the complete washer unit (including
manifold, pumps valve, tubing) are cleaned during the daily and weekly maintenance.

7.4 Cleaning the Wash Head Needles

The wash head could have had contact with dangerous material. Pay
attention to safety regards! Always wear gloves!

The wash head is part of the wash unit located in drawer (5) (see Figure 7-1:
EUROIMMUN Analyzer | - Instrument modules). If the wash function is not longer
adequate, you have to clean the needles of the wash head.

1. Open drawer.

2. Using the supplied cleaning needles, clean the 8 dispense and the 8 aspirate
needles of the wash head.

Figure 7-2: Cleaning the wash head needles

7 Care, Maintenance and Troubleshooting -55-



EUROIMMUN

Medizinische

Labordiagnostika m

AG

7.5

Backup of Result Files

A backup of result files is recommended on regular time bases (e. g. weekly). This
backup can not be carried out directly from the EUROIMMUN Analyzer | software menu.

Proceed as follows:

1.

o~ WD

7.6

Open the Windows explorer.

Select the C:\Program Files\EUROIMMUN\EUROIMMUN Analyzer | folder.
Select the Result folder.

Select the result files (.res) to save.

Copy them on the desired data drive.

Putting System Out of Action

To put system out of action for a longer time contact your local service centre.

1.7

7.71

Troubleshooting

Replacement of Main Fuses

The mains fuse is on the back of the analyser.

/N )

3.

Switch off the system.
Disconnect main power from the system.

Pull out the fuse carrier with a screw driver.

.}E’s“i?lkf‘:ﬁ"*l VIS FUSESA Y

Figure 7-3: Fuse carrier

4.

Change the faulty fuse(s):
Fuse:4AT, 250V
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Figure 7-4: Fuse carrier with fuses

5. Insert the fuse carrier.
6. Connect the main power.

7. Switch on the system.

7.7.2 General Error Messages

If the EUROIMMUN Analyzer | does not work, this is often due to minor problems which
you can deal with yourself.

This chapter describes error messages and gives instruction on error recovery.

'%1' and '%2' are placeholders for a system module or the designation of a plate, a
reagent or an error number.

System messages appear in the status bar of the EUROIMMUN Analyzer | software,
error messages are displayed in a separate window, which has to be confirmed.
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Error: Cause: Action:
ABORT button Message: The Stop button has been The run has been interrupted and may
pressed pushed during a run. be continued or aborted completely.

Aborting plate %1

The run of the plate has been aborted.
Reasons: The Stop button has been
pushed.

The run has been interrupted and may
be continued or aborted completely.

Bar code IC error

The bar code cannot be read.

Verify the readability of the bar codes.
Check the bar code parameters in the
Setup menu. Try reading the barcodes
once more. If these attempts fail, call
service.

Clot detected in
reagent %1

Clots were detected in reagent %1.

Abort the run, if necessary, and replace
reagent.

Colorimeter %1 not
homed

The X-motor of the photometer is not in
the home position.

Select the menu item Utilities | Selftest
to initialize the system again. If the
problem recurs, call service. If this error
message comes up during a run, this run
has to be aborted.

Colorimeter A/D error

Error of the analog/digital converter of
the photometer.

Call service.

Colorimeter A/D over
range error

Upper limit of photometer A/D has been
exceeded due to the signal height of the
pre-selected resolution.

The filter has not been installed properly.
Call service.

Colorimeter A/D
under range error

Signal detection too low. Defect of power
supply unit of the photometer, or
something similar.

The halogen lamp of the colorimeter is
faulty and has to be replaced. If the error
persists, the optical components in the
photometer (filter, upper or lower optic
block) may be dirty. Call service.

Colorimeter
background light level
error

Typically occurs when light entered the
measurement chamber.

Avoid direct exposure to sunlight, close
all housing doors and covers.

Select the menu item Utilities | Selftest
to initialize the system again.

Colorimeter EEPROM
error

Error during EEPROM reading or writing.

Call service.

Colorimeter filter %1
error

Error at filter no. %1. The gain factor for
the respective filter cannot be identified.
Filter is faulty or wrong filter has been
installed.

Call service to check the installed filter
and to replace it, if necessary.

Colorimeter filter
motor home error

The system does not recognize the
current position of the filter motor. Move
to the home position.

Select the menu item Utilities | Selftest
to initialize the system again.

Colorimeter filter
motor movement
error

The system does not recognize the
current position of the filter motor. Move
to the home position.

Select the menu item Utilities | Selftest
to initialize the system again.

Colorimeter lamp
error

Halogen lamp of photometer is faulty.

Replace the halogen lamp.

Colorimeter optic
channel %1 error

Error in one of the 9 optical channels.
Upper or lower optic block is dirty or
faulty.

The optical blocks have to be cleaned by
service personnel. Call service.

Colorimeter plate
motor home error

The system does not recognize the
current position of the plate motor in the
measuring area. The plate motor has to
be moved to the home position.

Select the menu item Utilities | Selftest
to initialize the system again.
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Error:

Cause:

Action:

Colorimeter plate
motor movement
error

Error of motor when moving the
plate to the measurement area.

Select the menu item Utilities |
Selftest to initialize the system again. If
the error persists, call service.

Colorimeter voltage
reference error

Error in reference voltage of the
photometer.

Call service.

COMGEN error '%1'

RS232 connection faulty.

Check correct connection between PC
and analyzer. Start PC and analyzer
again.

COMGEN target - Call service.
overflow error
COP serial port test The components are connected via | Call service.
error serial interfaces to the control board.

Error in serial interfaces.
ERROR: Argument Component cannot be actuated. Call service.

error in '%!"

Error in component %1.

Error scheduling plate

Error in assay or missing resources.
This error message is displayed in
the worklist for the respective plate,
after the active worklist has been
verified.

The worklist or the assay has to be
changed accordingly.

Incubator heater %1 Defect in heater foil no. %1. Call service.
error
Incubator sensor %1 Defect of incubator sensor no. %1. Call service.

error

No disposable tips
left

Pipettor tips used up or not found.

Reload required tips at the position
indicated on the monitor.

No fluid detected for
%1

Insufficient volume for sample %1 or
reagent %1.

The status is documented in the active
event log. Confirm message with retry.
No further action is possible.

No respond to
command %1’

General software error.
Communication between PC and
analyzer is interrupted.

Push the Retry button. If the message
comes up again, push the Ignore
button, turn the PC off and start it
again. Answer the questions "....worklist
...?" and "is the analyzer still running"
accordingly. The system starts again
and continues with the worklist in
process.

Plate transport %1
motor home error

Plate transport motor cannot find
home position.

Select the menu item Utilities |
Selftest to initialize the system again.

Plate transport %1
motor movement
error

Error in plate transport motor no.
%1.

Push the Retry button. If the error
recurs, push the Ignore button.
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Error:

Cause:

Action:

Plate transport %1
motor not homed

Plate transport motor cannot find
home position.

Select the menu item Utilities | Selftest to
initialize the system again. If the error
persists, call service.

Plate transport carrier
error

Plate holder does not move far
enough into the instrument, so that
the light barrier is not interrupted.

Push the Retry button. If the error recurs,
push the Ignore button.

If this error recurs, the plate transport has
to be adjusted new. Call service.

Plate transport
EEPROM error

EEPROM error in plate transport.

Call service.

Plate transport error

Error in plate transport in case of
increased resistance.

Push the Retry button. If the error recurs,
try to locate the cause of the resistance
(blocking) and eliminate it. If no mechanical
blockage is evident, call service.

Plate transport sensor
error

Error in plate transport sensor.

Call service.

Rack scanner
focusing error

The barcode scanner of the reagent
and sample racks cannot be
focused.

Manual allocation of racks or samples and
reagents is possible. Call service.

Rack scanner motor
error

Motor error in scanner of reagent
and sample rack. Scanner firmware
does not work correctly. Electrical or
mechanical problems of scanner.

Manual allocation of racks or samples and
reagents is possible. Call service.

Rack scanner not
detected

Scanner of reagent and sample
racks is not connected.

Manual allocation of racks or samples and
reagents is possible. Call service.

Reading at %11/%2

Message: measurement at
wavelengths "%1"/"%2".

Reagent ... is
undefined

The reagent has not been defined.

Reagent has to be defined in the reagent
database.

Enter the parameters of reagent in reagent
database.

Resuming after a
crash

PC does not respond while
processing the worklist and has to
be restarted.

Following restart of the PC, you may be
able to save the worklist and the results.
Connection to the analyzer is established
and the results stored there are transferred
to the PC. Please verify that the pipetting
starts at the correct position when
resuming the process.

RS232 write error -
command: '%1'

Error in interface PC / analyzer.

Check connections.

Shaking at %1 for %2
seconds

Message indicating that shaking is
performed at a frequency of %1 for
the duration of %2 seconds.

Some required
resources have not
allocated to system
positions

Not all required reagents have been
allocated to a position.

All reagents requested in the Load window
have to be allocated to a position or have
to be loaded.

Suspect tip pickup

Pipettor cannot take up pipettor tip
correctly (does not move deep
enough into the tip).

New teaching of pipettor required. Call
service.

System cover closed

Message instrument cover is closed.

System cover opened

Message instrument cover is
opened.

Close cover, otherwise the system can not
start processing a worklist.

System fluid low

System fluid for pipettor too low.

Fill up system fluid container with de-
ionized water.
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Error:

Cause:

Action:

The plate transport
cannot find a route
from its current
position to its next
destination

Plate transport has no information
about its present position.

Select the menu item Utilities |
Selftest to initialize the system again. If
the error persists, call service.

Tip eject failure

Error in the tip eject station.

Remove tip manually from pipettor or
trigger eject mechanism manually. If
this error recurs, call service.

Unknown colorimeter | Unknown photometer error. Call service.
error code %1

Unknown incubator Unknown incubator error. Call service.
error code %1

Unknown plate Unknown plate transport error. Call service.
transport error code

%1

Unknown washer Unknown washer error. Call service.

error code %1

Verification failed %1

The reader has failed the validation
criteria.

Replace the photometer lamp. Repeat
validation. If this error persists, call
service.

Washer %1 motor not
homed

Error in washer motor.

Select the menu item Utilities |
Selftest to initialize the system again. If
the error persists, call service.

Washer aspirate
pump error

Error in washer aspirate pump.

Confirm displayed message by pushing
the Retry button. If error recurs, push
the Ignore button. Upon completion of
the run or unlocking of the washer
drawer, check if the aspirate bottles are
closed correctly. If the error persists,
call service.

Washer dispense

Error in washer dispense pump.

Confirm displayed message by pushing

pump error the Retry button. If error recurs, push
the Ignore button. Select the menu
item Utilities | Selftest to initialize the
system again. If the error persists, call
service.

Washer EEPROM Error in EEPROM of the washer Call service.

error module.

Washer head home
movement error

Error when moving washer head to
home position.

Select the menu item Utilities |
Selftest to initialize the system again. If
the error persists, call service.

Washer head motor
movement error

Error in movement motor of the
washer head.

Select the menu item Utilities |
Selftest to initialize the system again. If
the error persists, call service.

Washer plate home
movement error

Error when moving to the home
position.

Select the menu item Utilities |
Selftest to initialize the system again. If
the error persists, call service.

Washer plate motor
movement error

Plate transport motor of washer
blocked.

Select the menu item Utilities |
Selftest to initialize the system again. If
necessary, take out plate that may still
be in the washer. If the error persists,
call service.

Washer reagent level
low error

The wash buffer runs low.

Refill the wash buffer. Push the Retry
button. Then you may continue.
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Error: Cause: Action:
Washer valve test Error in testing the pump valve. Call service.
error Valve does not switch.
Washer waste full Container for washer waste full. Empty container.
Washer waste pump | Error in washer waste pump. Check connections and container caps
error for leaks. If the error persists, call
service.

Table 7-1: General Error Messages

7.7.3 Error Messages of Components
The following error codes have been assigned to the individual system modules. An error
code consists of six parts: IDxx03xx4552nnnn

o ID: ID number of the module

o xx: Insignificant

o 08: Error

o xx: Insignificant

o 4552: Start of the error number

o nnnn: Error number, sometimes there are only two numbers

Example: 42xx03xx45524243 means: Module 42, error number 4243.In the following
tables you find this error display under the module number and the error code.

Call service for errors, which were not specified!

Module 41 Virtual Module

Module | Error Cause: Action

ID: number:

41 46 System fluid low. Refill the system fluid container.

41 57 System waste container is full. Empty the system waste container.

Table 7-2: Module 41 - Virtual module
Module 42 Plate transport

Module | Error Cause: Action

ID: number:

42 41 Argument error in command. Check that the firmware is the correct
version for the version of software being
run.

42 44 Plate load/unload door is open while Close the plate load/unload door. Check

trying to move. the connectors to the switch.

42 48 nn Motor not home. nn shows the position. | None. The software will reset the plate
transport and try again.

Module | Error Cause: Action

ID: number:

42 4D nn Motor jammed during movement. nn Call service.
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shows the axis.

42 50 Plate carrier sensor failure. Call service.
42 52 Firmware was unable to compute a safe | Call service.
route between the two positions.

42 57 EEPROM error. Call service.

Table 7-3: Module 42 - Plate transport
Module 43 Photometer

Module | Error Cause: Action

ID: number:

43 41 Argument error in command. Check that the firmware is the correct
version for the version of software being
run. Call service.

43 42 Background light levels too high. Check position of lamp. Check filter
positions. Call service.

43 43 A/D conversion error. Call service.

43 46 nn Filter error. nn shows the filter position. | Call service.

43 48 nn Motor not homed. nn shows the motor. | None. The software will reset the
photometer and try again.

43 4C Lamp has blown. Replace the lamp.

43 4D nn Motor is jammed. nn shows the motor. Call service.

43 50 Plate carrier error. Check that the plate carrier correctly
breaks the sensor. Call service.

43 50 44 No scan data available. Call service.

43 50 4F A/D over-range error. Call service.

43 50 55 A/D under-range error. Call service.

43 50 57 Reading overrun error. Call service.

43 52 A/D reference voltage error. Call service.

43 54 nn Faulty optic channel. nn shows the filter | Call service.

position.
43 57 EEPROM error. Call service.
Table 7-4: Module 43 - Photometer
Module 44 Washer

Module | Error Cause: Action

ID: number:

44 41 Argument error. Call service.

44 45 EEPROM error. Call service.

44 48 nn Motor not homed. nn shows the motor. None. The software will reset the washer
and try again.

44 4D nn Motor has become jammed during Clear the obstruction. Call service.

movement. nn shows the motor.

44 50 Plate carrier sensor error. Call service.

44 5341 Washer waste bottle is full. Empty the washer waste bottle. Call
service.
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Module |Error Cause: Action
ID: number:
44 5352 Reagent level is low. Refill the reagent bottle. Call service.
44 5241 Aspirate pump error. Call service.
44 52 44 Dispense pump error. Call service.
44 52 57 Waste pump error. Call service.
44 56 Valve error. Call service.
44 57 EEPROM error. Call service.
Table 7-5: Module 44 - Washer
Module 45 Incubator
Module |Error Cause: Action
ID: number:
45 41 Argument error. Call service.
45 48 nn Heater error. nn shows the incubator Call service.
group number
45 4B 43 Shake calibration failed. Call service.
45 4B 52 Shake position frequency out of range. | Call service.
45 4B 54 Shake position edge timeout. Call service.
45 4B 49 Shake override. Call service.
45 50 Plate carrier sensor error. Call service.
45 54 nn Temperature sensor error. nn shows the | Call service.
sensor number or name.
45 57 EEPROM error. Call service.

Table 7-6: Module 45 - Incubator

7.8 Consumables and Spare Parts

o Dilution plates

o Disposable tips

o Microtiter plates

o Waste tunnel

o Patient sample and reagent racks (with bar codes)
o Holding frames for microtiter plates

o Waste and system liquid container with level sensors and tubing connections
o Wash buffer bottles

o Waste bottles for wash unit

o Interference filter for photometer

o Halogen lamp for photometer

o Fuses
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