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Please be sure to read this instruction manual carefully,
and fully understand its contents prior to the operation
or maintenance for the proper use of the instrument.
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NOTICE

o The following actions must be avoided without prior written permission from JEOL Ltd. or its subsidiary company
responsible for the subject (hereinafter referred to as " JEOL"): modifying the ingrument; attaching products other than
those supplied by JEOL ; repairing the instrument, components and parts that have failed, such as replacing pipesin the
cooling weater system, without consulting your JEOL sarvice office; and adjugting the specified parts that only field
service technicians employed or authorized by JEOL are alowed to adjust, such as bolts or regulators which need to be
tightened with gppropriate torque. Doing any of the above might result in instrument failure and/or a serious accident. If
any such modification, atachment, replacement or adjustment is made, dl the stipulated warranties and preventaive
maintenances and/or services contracted by JEOL or its effiliated company or authorized representative will bevoid.

¢ Replacement parts for maintenance of the insrument functiondlity and performance are retained and available for seven
years from the date of inddlation. Theredfter, some of those parts may be available for a certain period of time, and in
this case, an extra service charge may be applied for servicing with those parts. Please contact your JEOL service office
for details before the period of retention has passed.

e |n order to ensure safety in the use of this instrument, the customer is advised to atend to daily maintenance and
ingpection. In addition, JEOL grongly recommends that the customer have the instrument thoroughly checked up by
field service technicians employed or authorized by JEOL, on the occasion of replacement of expendable parts, or at the
proper time and interva for preventative maintenance of the ingrument. Please note that JEOL will not be held
responsible for any instrument failure and/or serious accident occurred with the instrument ingppropriately controlled or
managed for the maintenance.

o After ingtdlation or delivery of the insrument, if the instrument is required for the relocation whether it is within the
fecility, trangportation, resde whether it is involved with the relocation, or disposition, please be sure to contact your
JEOL sarvice office. If the insrument is disassembled, moved or trangported without the supervision of the personnd
authorized by JEOL, JEOL will not be held responsible for any loss, damage, accident or problem with the instrument.
Operating theimproperly ingtaled instrument might cause accidents such aswater leskage, fire, and eectric shock.

o Theinformation described in this manud, and the specifications and contents of the software described in this manual
are subject to change without prior notice due to the ongoing improvements made in the insrument.

¢ Every effort has been made to ensure that the contents of this ingtruction manua provide al necessary information on
the basic operation of the insrument and are correct. However, if you find any missng information or errors on the
information described in thismanua, please adviseit to your JEOL service office.

e In no event shal JEOL be ligble for any direct, indirect, specid, incidenta or consequentid damages, or any other
damages of any kind, including but not limited to loss of use, loss of profits, or loss of dataarising out of or in any way
connected with the use of the information contained in this manud or the software described in this manua. Some
countries do not alow the exclusion or limitation of incidental or consequentia damages, 0 the above may not apply to you.

e Thismanud and the software described in this manua are copyrighted, dl rights reserved by JEOL and/or third-party
licensors. Except as sated herein, none of the materials may be copied, reproduced, distributed, republished, displayed,
posted or tranamitted in any form or by any means, including, but not limited to, eectronic, mechanica, photocopying,
recording, or otherwise, without the prior written permission of JEOL or the respective copyright owner.

o When thismanud or the software described in this manual is furnished under alicense agreement, it may only be used
or copied in accordance with the terms of such license agreement.

Copyright © 2011 JEOL Ltd.

¢ |n some cases, thisingrument, the software, and the ingtruction manual are controlled under the * Foreign Exchange and
Foreign Trade Control Law” of Japan in compliance with internationa security export contral. If you intend to export
any of theseitems, please consult JEOL . Procedures are required to obtain the export license from Japan’ s government.

TRADEMARK

¢ Windowsisatrademark of Microsoft Corporation.
o All other company and product names are trademarks or registered trademarks of their repective companies.

MANUFACTURER

JEOL Ltd. 1-2, Musashino 3-chome, Akishima, Tokyo 196-8558 Jgpan
Telephone: 81-42-543-1111  Facamile: 81-42-546-3353  URL.: http://www.jeol.co.jp/

Note: For servicing and inquiries, please contact your JEOL service office.
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Please be sure to read carefully the following Software License Agreement before using the software supplied by JEOL Ltd.
If you do not agree to the terms and conditions of the Agreement, please do not use the software and contact JEOL Ltd.

Softwar e License Agreement

This Software License Agreement is made and entered into by and between you, the end-user customer, and JEOL Ltd.
(hereinafter referred to as JEOL) in witness of agreement between both parties upon licensing of the right to use the
software (which is hereinafter referred to as the Licensed Software) owned by JEOL.

Article 1. (Right to Use Licensed Software)
“Right to Use the Licensed Software” means your right to use the Licensed Software in the country where the JEOL
product you purchased is installed (hereinafter referred to as Country of Installation).

Article 2. (Grant of License)
1. JEOL grants you the non-exclusive and non-assignable right to use the Licensed Software in the Country of
Installation.
2. You may install and use the Licensed Software on a single computer limiting the purpose to carrying out of your job.
3. You may not cause any third party to use the Licensed Software by establishing a sublicense or other means, and shall
not disclose the Licensed Software to any third party.
4. You may not take the Licensed Software out of the Country of Installation under any circumstances.

Article 3. (Prohibition of Assignment and Other Acts)
1. You may not assign, rent or lease the right to use the Licensed Software, disclose the content of the right, or transfer
possession of the Licensed Software to any third party.
2. You may not modify, translate, carry out reverse engineering, decompile, and disassemble the Licensed Software in
whole or in part.

Article 4. (Prohibition of Reproduction)
You may not reproduce the whole or any part of the Licensed Software.

Article 5. (Rights to Licensed Software)
All rights related to the Licensed Software including copyrights belong to JEOL.

Article 6. (Warranty)
1. JEOL does not guarantee proper performance of the Licensed Software if it is modified or translated.
2. JEOL does not warrant that the Licensed Software is free from defects or fit and useful for your particular purpose.

Article 7. (Exemption from Liability)
JEOL shall not be liable for any damages or losses incurred by you or any third party or for any claim of a third party
against you arising out of or in relation to the use of the Licensed Software.

Article 8. (Confidentiality)
You shall keep confidential the content of the Licensed Software supplied hereunder by JEOL and the terms and
conditions of this Agreement, and shall not divulge or disclose them to any third party without the prior written consent
of JEOL.

Article 9. (Term of Validity)
1. This Agreement shall become effective as of the day you accept the terms hereof and so remain unless it is
terminated pursuant to the next Atticle.
2. Notwithstanding the item above, the provisions set forth in the Article 8 (Confidentiality) shall remain effective even
after the termination hereof.

Article 10. (Termination)
In any of the following event, JEOL may forthwith terminate this Agreement by so notifying you without any prior
notification and may claim the damages incurred:
(1) Any breach on your part of any of the provisions hereof,
(2) Occurrence of seizure or provisional seizure or provisional injunction on your property; auctioning of your property;
bankruptcy, corporate liquidation, and filing for corporate reorganization on your part; or proceedings taken against
you for collection of tax delinquency.

Article 11. (Steps to Be Taken after Termination)
Upon the termination of this Agreement pursuant to the Item 1 of Article 9 and Article 10, you shall destroy the
Licensed Software and notify JEOL of such destruction.

Article 12. (Discussion in Good Faith)
Matters not stipulated herein shall be discussed in good faith and settled between you and JEOL.
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WARRANTY INFORMATION

1

1.1

1.2

1.3

Limited Warranty

Products manufactured by JEOL Ltd. (hereafter “JEOL products”) that fail under normal use
by the customer during the warranty period will be repaired or replaced, at JEOL’s discretion,
without charge.

The components, modules and devices that are provided as replacements will be new parts
or refurbished parts that provide the same performance as new p arts. All components,
modules and devices removed under this warranty become the property of JEOL.

Applicable Products

e This warranty applies only to hardware and software products manufactured by JEOL Ltd.
e For components that are not JEOL products, such as the computer, HDD, memory device,
and the like, the warranty provisions of the respective manufacturers shall apply.

Warranty Period

e In the case of products for which the warranty period is recorded in the contract
documentation, the recorded warranty period shall take precedence.

o If not specifically stated elsewhere, the warranty period is 12 months or a s eparately
specified period from the date on which the acceptance test is completed after delivery to
the customer.

e For components that are not JEOL products, like the computer, HDD, memory device,
and the like, the warranty start date shall be the date on which the acceptance test is
completed after delivery to the customer and the warranty periods established by the
respective makers shall apply.

¢ In the event that parts are replaced or repaired free of charge during the warranty period,
there is no change to the warranty start date or the warranty period for the product.

Scope of the Warranty

B Failure diagnosis

If a problem occurs, contact your JEOL service office and des cribe the conditions and
content of the problem. JEOL will assess the problem based on the situation and content of
the problem.

B Repair method

If it is determined that the problem is caused by a fault or defect of a JEOL product, repair or
replacement will be performed free of charge. The choice of whether to repair or replace a
component is entirely at the discretion of JEOL.

B Warranty exclusions

This limited warranty does not extend to products for which any of the following situations
apply. Even within the warranty period, in the situations listed below, a fee will be charged to
repair the product.

e Product is operated or stored in an environment or under conditions that do not satisfy the
specified installation requirements.

e The installation environment has changed (temperature, humidity, magnetic fields, etc.)
since the time of installation.

e There is significantly accelerated deterioration of components and/or corrosion of
electrical circuitry as a result of exposure to extreme temperature, humidity, or an
environment containing highly-corrosive gases or excessive dust.

e The quality of the utilities (including electricity, water, gas, air quality) has worsened.

e The customer has relocated an installed instrument.

JEOL



e Even in the case of a portable or movable instrument designed to be transported to a
remote location or moved around for use by the user, damage or failures caused during
the instrument relocation by the customer.

e Product has not been properly maintained.

e Consumable items or parts with the specified replacement period have not been replaced
as specified.

e Corrupted operating system or application software, or damaged computer used with the
instrument, caused by shutting down the main power to the computer without performing
the proper shutdown sequence.

e Products that have been disassembled, modified or repaired by the customer in ways
other than those specified in the instruction manuals provided with the instrument.

e Products with damage or failure caused by using them in combination with hardware,
software, peripheral devices, and accessories that have not been provided or ap proved
by JEOL.

e Damage or failure resulting from a situation caused by the customer, such as failing to
properly manage the instrument, for which JEOL cannot be held responsible.

e Corruption of the operating system or application software, or damage to a computer used
with the instrument, caused by fluctuations in the electricity or power failure.

e Product damaged as a result of fire, earthquake, flooding, lightning or other natural
disaster, or due to local conflict or war.

e Damage or malfunction of operating system, application software, or the instrument itself
as a result of infection by a computer virus.

¢ Instruments that have been res tored after being disposed of orre -sold without prior
written notice to and agreement from JEOL.

ltems Not Covered by Warranty

e Regardless of whether a product is still within the warranty period, this warranty does not
cover losses or damage to devices made by any other manufacturer at the customer site
even if they are damaged by a malfunction of the JEOL product.

e JEOL is not responsible for any loss or damage to data recorded onto storage media, or
to storage units. The customer is responsible for making back-up copies of their own data.

e Replacement parts for maintenance of the instrument functionality and performance are
retained and available for seven years from the date of installation. Thereafter, some of
those parts may be a vailable for a c ertain period of time. Please contact your JEOL
service office for details before the period of retention has passed.

e For items that are frequently updated, remodeled, or disappear from the market, like the
computers used with the JEOL products, it may not be possible to obtain an exact
replacement.

Repairs for a Fee

Repairs of JEOL products are available with charges after the end of the warranty period, or

at anytime a customer requests. The components, modules and devices that are provided
as replacements during the paid repair work will be new p arts or ref urbished parts that

provide the same performance as new parts. All components, modules and devices

removed during such repairs will become the property of JEOL.

e The warranty period for parts replaced and the service during paid repair work is a period
of 3 months after the completion of the repairs; or, in the case of parts that must be
periodically replaced, the warranty period is the length of the specified replacement period.

e In the event that repairs are performed again during the warranty period, there is no
change to the warranty start date or the warranty period.
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Notes on Disposal for Business Users

Attention:

Your product is marked with
this symbol. It means that
used electrical and electronic
products should not be mixed
with general household waste.
There is a separate collection
system for these products.

H In the European Union

This symbol means that electrical and electronic
equipment, at the end of its life, should be disposed of
correctly.

In the European Union there is a separate collection
system for used electrical and electronic products.
Please help us to conserve the environment we live in!

Electrical and electronic appliances and machines often
contain materials which, if handled or disposed of
incorrectly, are potentially hazardous to human health
and to the environment. They are, however, essential for
the correct functioning of your appliance or machine.
Therefore, please do not dispose of your old machine or
appliance together with your household waste.

Your JEOL product is designed and manufactured with
high-quality materials and components which can be
recycled and reused. If the product is used for business
purposes and you want to discard it, please contact your
JEOL dealer, who will advise you about the end-of-life
disposal arrangements.

l Outside the European Union

If you wish to discard this product, please contact your
local authorities and ask for the correct method of
disposal.

JEOL



NOTATIONAL CONVENTIONS AND GLOSSARY

Bl Examples for general notations

A

‘l : Important precautions for use, which, if not followed, may result in

damage to or problems with the device itself.

Ff: Additional points to remember regarding the operation.

A reference to another section, chapter or manual.

F
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SAFETY PRECAUTIONS

ICABM6010C/-4

Although this instrument is protected with a safety device which prevents the occurrence of
accidents that could result in injury, harm, and damage to the users or the instrument itself, the
safety feature may not work properly if you use the instrument for a purpose not intended or in an
improper manner. For the proper use of the instrument, please be sure to carefully read all of the
instructions, descriptions, notices, and precautions contained in this manual to understand them
fully prior to the operation or maintenance. This section, “Safety Precautions,” contains important

information related to safety for using of the instrument.

The safety indications and their meanings are as follows:

/\ DANGER:
/\ WARNING:

/\ CAUTION:

or serious injury.

or serious injury.

cilities or acquired data.

An imminently hazardous situation which, if not avoided, will result in death
A potentially hazardous situation which, if not avoided, could result in death

A potentially hazardous situation which, if not avoided, may result in minor
or moderate injury, or a situation that could result in serious damage to fa-

Labels bearing the following symbols are attached to dangerous locations on the instrument. Do not
touch any of these locations with your hands or anything else.

Pay extra attention when you work in the area that has “Beware of handling” label.

refer to the relevant section in the Instruction Manual for more detail.

Make sure to

/N

VAN

Beware of
electric shock

Beware of
laser

)

YA

Beware of
heat

Beware of
handling

A\

Beware of
getting caught

Beware of
biohazard

disassemble

®

Do not

Examples of symbols

PR DIV

¢ Use the instrument properly within the scope of the purpose and usage
described in manuals.

o Take the course provided by JEOL on the operation and maintenance of
the instrument.

¢ Use extracorporeal diagnostic agents as the regents for measurement.

o Never open or remove protective parts (exterior panels) and parts that
cannot be opened or removed without the use of a tool, or disconnect or
connect the cables and connectors that are not described in this manual.

* Never attempt to do any disassembling or assembling of the instrument
other than what is described in this manual.

* Never make modifications that include disassembling the instrument and
installing substitute parts.

¢ Never disconnect the grounding wire or move it from the prescribed
position. Failure to follow this instruction could result in electric shock.

JEOL s-118
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e The AC power cord provided with this system is supplied for the
% particular device so that never use it for any other equipment.

¢ To avoid falling, do not climb onto the operation table and console during
daily operation or during maintenance or inspection.

applicable laws and regulations, and dispose them in a proper manner
without polluting the environment.

e Be sure to read the “Safety Precautions” section of the manuals for the
2 accessories attached to or built into the instrument.

e e When you dispose the instrument, liquids, and other wastes, follow all

@ o If anything is unclear, please contact your JEOL service office.

/\ WARNING for Installation

¢ Do not attempt to install the instruments by yourself.
@ Installation work requires professional expertise and JEOL is responsible for the
installation of the instruments and related attachments purchased from JEOL.
Consult your JEOL service office.

/A WARNING

¢ Never use the equipment in an environment where there is an ignitable
gas or an anesthetic gas. This equipment is not built to be explo-
sion-proof.

o If you replace the unit with new one for maintenance or other operations,
be sure to turn off the power or power breaker of the analyzer.
If you continue working while the power is turned on or in the PC CONTROL status,
you may get a shock, or the electrical devices or parts may get damaged.

¢ Only operators who have received JEOLs maintenance training can carry
out dangerous maintenance work such as that performed with the top
cover open and by turning on or off the main power of the instrument. Be
sure to wear insulating gloves.

o To protect yourself against infection, be sure to use protective gloves. If
protective gloves are torn or if you injure yourself anyway, please receive
a doctor’s diagnosis.

o If any liquid, including reagents, wash solutions and Cuvette Conditioner
EX and Reaction Bath Oil, or effluent solution gets in your eye, you risk a
loss of eyesight or an infection. Wash your eyes immediately using pure
water (tap water is also acceptable), and receive a doctor’s diagnosis.

o If water or reagent enters the instrument, immediately turn off the power
or the power breaker of the analyzer. Before replacing a unit having a
power cable (for example, in order to carry out maintenance), turn the
OPERATE/STANDBY switch OFF((O ) or turn OFF the MAIN power
switch( O) on the analyzer unit. If you work with the OPERATE/STANDBY
switch ON(() or the MAIN power switch ON ( | ), you may receive an
electric shock or the printed circuit boards may be damaged.

. S'2 dEDL ICABM6010/C-4
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* When you deal with corrosive reagents or infection samples, be sure to
wear protective equipment or clothes.
Your skin may get damaged or infected.

« Before you clean the outside panels, be sure to turn off (O) the
operate/standby switch of the analyzer unit power panel.
If you clean them while the operate/standby switch is turned on (O), the gauze you are
using may be caught in the cooling fan and you may get injured.

« Before you clean the inside of the MIX wash port, be sure to turn off (O)
the operate/standby switch of the analyzer unit power panel.
If you continue operating the instrument while the power is turned on and you touch it,
you may get injured, or you may get infected with a virus or a bacterium in the serum.

« Before you clean the filter of the cooling part, be sure to turn off (O) the
operate/standby switch of the analyzer unit power panel.
If you continue operating the instrument while the power is turned on and you touch it,
you may get injured, or you may get infected with a virus or a bacterium in the serum.

o Before you clean the waste fluid lines of the probes and Mix wash ports,
be sure to turn off (O) the operate/standby switch of the analyzer unit
power panel.

If you continue operating the instrument while the power is turned on and you touch it,
you may get injured, or you may get infected with a virus or a bacterium in the serum.

o If there is a possibility that the unit may start moving suddenly, be sure to
turn off (O) the operate/standby switch of the analyzer unit power panel.
If you continue operating the instrument while the power is turned on, the unit may
move, and you may get injured, or it may get damaged.

« Before you clean the cooling fans, be sure to turn off (O) the oper-
ate/standby switch of the analyzer unit power panel.
If you perform the task while the power is turned on, you may receive an electric shock
or may injure yourself with the fans.

e While you operate the instrument, its probes and the Tray may move. Be
careful not to touch these parts.
If you touch the instrument while it is being operated, you may get injured or infected
by a bacterium or a virus in the serum, or the probes or the Tray may be damaged.

o When you replace parts or perform maintenance in high places, stand on
a step and ensure your safety before starting work.

o If you turn off the power while performing any operations including
maintenance, probes may droop under their own weight.
If you turn on the power while the probes are drooping, they may move, and you may
get injured, or the instrument may be damaged.

¢ Do not use the equipment in the event that an earthquake warning has
been issued. In the event that an earthquake has occurred, be sure to
carry out a safety check on the equipment and confirm that there is
nothing wrong with it.
If you fail to do this, the equipment may malfunction and you may be unable to obtain
correct data.

o When you replace the light source lamp, be sure to turn the power off for
10 minutes before you replace it with a new one.

> PP OO PP POEMm

¢ Right after you turn off the power, the lamp house is really hot and you
may get burnt.
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e Use the equipment while fixing the STT splashing cover with the screw
except when performing maintenance. If you touch the moving parts in
the STT splashing cover, you may be injured or infected. Close the STT
splashing cover except when performing maintenance. Fasten the retainer
screw of the STT splashing cover so it cannot be opened except for the
person who received maintenance training from JEOL.

¢ Be sure to open and close the top cover correctly. If opening and closing
the top cover are not done correctly, the top cover could accidentally fall
down.

¢ Ethanol used for system cleaning is a combustible. Please do not use it if
there is a possibility of igniting when using it in the high temperature part.
Also, be careful, do not pour ethanol into the instrument.

e Probe Wash Solution 2 is a class 3,6,1 (Flammable, acute toxicity
material) hazardous material. Do not use the material for a purpose other
than for BM Chemistry operation/maintenance.

¢ Risk of Biohazard. Strictly follow the instructions by JEOL when
transporting or disposing of the analyzer.

>B>B>bB P

>

CAUTION

¢ Dispose appropriately any parts, such as sample tubes and stirring rods
that have directly touched the sample and parts or units to which the
sample may have spread and adhered as medical waste. Also, dispose
appropriately any cloth and paper used for cleaning as medical waste.

¢ In maintenance work, if you directly touch the parts and units with your
hands, the parts and units may rust or be stained by the dirt on your
hands. Moreover, if you directly touch wash solutions, Cuvette Condition-
er EX or Reaction Bath Oil with your hands, they may cause a skin
inflammation. In maintenance work, be sure to use protective gloves.

¢ Please do not use replacement parts and that are not recommended by
JEOL.
The performance of the instrument will not be maintained. Also, it may result in the
breakdown of the instrument.

¢ On holidays and at night when there is no user, make sure that you close
the water tap.
Water leakage from the connection due to pressure increases can damage the
instrument or nearby equipment.

* Do not expose your eyes to the laser beam.
The laser beam is not harmful to the skin. There is, therefore, no danger in exposing
your arms or hands to the beam. The only possible health hazard is the exposure of
your eyes to the laser beam. Damage to the eyes can occur if the operator stares
directly into the beam.

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

> B> BB B P
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o Before operating the equipment, ensure that the top cover is properly
closed. Also, be sure to close all the covers.
If you operate the equipment with the top cover open, or with a cover removed, you
may injure yourself, or the equipment may stop or become damaged.

o If power fails, for example, due to lightning, or you reset the personal
computer, restart the computer according to the procedure described in
the instruction manual, as the normal start-up operation will result in the
loss of the day’s data.

¢ Please use the detergents recommended by JEOL.
If you use detergent not recommended by JEOL, the instrument may be damaged, and
you may not attain correct data.

o If you use your keyboard for a long time, your hands or arms may suffer
from a nerve disorder. Operate the instrument following the labor safety
and health standards established at each institution.

¢ Install the equipment in a place that meets the following requirements:

a) A dust-free, well-ventilated place.

b) A place that is not exposed to direct sunlight.

c) A place where there is no vibration.

d) A place where the equipment can be installed on a level surface.

e) A place that is free of electrical noise.

f) Do not run the equipment with a power supply to which a machine that emits
high-frequency electrical noise (such as a centrifugal separator or discharge equip-
ment) is connected. Also, do not install the equipment near such a machine.

¢ Do not put hands or objects on the trays or the conveying belts, and do
not remove the rack-feeding tray forcefully, while performing the rack
feeding.
It is very dangerous, since you may get injured or the instrument may be damaged.

e Cuvette Wash Solution, Reagent Probe Wash 1 and Reagent Probe Wash
3 are class 8 (Corrosive) hazardous materials.

o Different kinds of screws are used in the materials and standards in this
instrument depending on their purpose. When assembling the instrument,
be sure to use the screws in their original positions. If you lose the
screws, please ask for replacements from the JEOL service center.

e When you set samples and reagents, make sure that the loader is
properly set on STT/RTT and the samples and reagents are firmly set on
the loader.

JEOL s-5 1l
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WARNING AND CAUTION LABELS

The warning and caution labels attached to the instrument are explained.

B Rear panel

g . Laser beam
Be careful with the laser beam that is inside the panel.
Location: (ORTT1, RTT2 and STT/CTT at analyzer front

LASER RADIATION
DO NOT STAREINTO BEAM

aximum output 1. 0mw
ulse duratiaon 112us

mitted wavelength 650-660nm
CLASS 2 LASER PRODUCT
in comformity to 1EC60825-1 2007-03

. Electric shock
A Be careful so you do not receive an electric shock caused by the high voltage. Turn off
the main breaker before you do any maintenance or repairs on the instrument.
Locations: @ rear panel

) Infection
Be careful so you do not receive an infection. The waste fluid might contain infec-
tiious agents.
Locations: @ condensed effluent tube

. S'6 dEOL ICABM6010/C-4



A ) Caution: Outlet Rating
This analyzer is rated at 100V 7.5A as stated on the label.
Do not use the analyzer with the voltage more than 100V 7.5A..
Location: @ rear panel

SAFETY PRECAUTIONS

After turning off the power, wait for three minutes or longer before turning on
the power again.

Location: ® rear panel

ICABM6010C/-4 dEOL S-7 .
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l Cover on top panel

é . Your fingers might be caught
If the damper of the top cover malfunctions, your fingers might be caught by the
cover and be injured.
Location: (D cover on the top panel

A . Caution:
When opening or closing the top cover, be aware that some unit or part may be in
operation and may suddenly move.
Location: @ Analyzer Top Cover

. S'8 dEDL ICABM6010/C-4
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B Sample tray

) Infection
The instrument might contain infectious agents inside of this cover. Handle the
samples with care so that you are not infected.
Location: sample tray

% . Laser beam
Be careful with the laser beam that is inside the cover.
Location: (2 Sample Tray

Caution
-~ Class 2 Lager Fadiation Yhen Open
0o Mot Stare [nto The Heam

ICABM6010C/-4 dEOL S-9 .
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B Reagent tray cover

Laser beam
Be careful with the laser beam that is inside the cover.

Locations: @D Reagent Tray 1

e

caution
Class 2 Laser Radiation When Open
Do Not Stare Into The Beam

Locations: (2 Reagent Tray 2

Y

caution
Class 2 Laser Radiation wWhen Open
Do Not Stare [nto The Bean

JEOL
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B SPP, RPP 1, RPP 2

SAFETY PRECAUTIONS

o Risk of injury
[QS Do not touch the probes, sample tubes or cuvettes while the Sample Tray or Reaction
Carousel is in operation.

¢ Infection caution; unit containing infectious agents moves
4 The unit that might contain infectious agents moves. Refer to the instruction manual
when you do any maintenance such as replacement and cleaning.
Locations: (D SPP probe, @ RPP probe 1, 3 RPP probe 2

ICABM6010C/-4 dEDL S-11 .
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B RRV, MIX 1, MIX 2

. Risk of Electric Shock
Do not touch the centre of RRV (®) and Mixing Rods (D and (@) when the analyzer
power is on. You may receive an electric shock.

> B P

. Risk of Electric Shock
Do not touch the metal part under the RRV () top cover. You may receive an electric
shock.

o Caution: Some Unit may be in operation

Do not touch the Reaction Carousel while the analyzer is in operation

¢ Infection caution; unit containing infectious agents moves
A@ The unit that might contain infectious agents moves. Refer to the instruction manual

when you do any maintenance such as replacement and cleaning.
Locations: @ MIX 1, @ MIX 2, @ RRV

. S'1 2 dEOL ICABM6010/C-4
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B Lamp
"
g
@
. Caution
A lamp inside of this cover might be damaged if a strong shock is applied on it. Refer
to the instruction manual when you do any maintenance such as replacement of the
lamp.
Location: O lamp housing
f o High temperature

Be careful not to touch the lamp inside of this cover while it is hot, If you touch, you
might get burned.

Location: @ optical unit

ICABM6010C/-4 dEDL S'1 3 .
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Parameters for assays must be entered in this system. Use those values of the parameters,
such as sample volumes, reagent volumes, measurement wavelengths, and calibrator that
accompany reagents and reference samples. Enter these values correctly according to the
procedures in the instruction manual.

Should a failure that is not described in this instruction manual occur, turn off the power
immediately and contact JEOL.

B Precautions for handling samples
* Do not leave samples uncovered for a long time because evaporation could take place.
Handling samples improperly may change the composition of samples due to
evaporation.

¢ Confirm that there are no fibrins or dirt in the sample.
If the sample contains them, the diluting pipettes (SPP) or dilution tubes will
become clogged, preventing correct data from being obtained.

e The SPP or dilution system tubes can become clogged with samples having high
viscosity, preventing the acquisition of correct data.

e When blood-collecting tubes containing serum separators are used, the SPP or dilution
system tubes can become clogged with separation agents, preventing the acquisition of
correct data.

e If you use bar codes on blood-collecting tubes, correctly stick the bar codes that can be
read clearly on them. To prevent the bar codes from being read incorrectly, it is
recommended that you use barcodes with check digits.

e This system is designed to analyze serum, urine, and spinal fluid. However, some
samples cannot be analyzed depending on the assay items or reagents. Consult the
reagent manufacturer on this matter.

B Precautions to be observed when handling measurement reagents

e Use or keep measurement reagents, reference solution, samples used for management
correctly according to the instructions of the reagent manufacturers.

¢ Do not add or replace a measurement reagent during operation.

e When adding or replacing a measurement reagent, make sure to perform calibration
again.
e When refilling a measurement reagent, use a clean container exclusively for that

reagent.

e When replacing a major component in the sample or reaction system, such as a dilution
pump, sampling pump, reagent pump, or light-source lamp, make sure to perform
calibration.

® One reagent may interfere with another one depending on the combination of assay
items, influencing measurement values, or causing a malfunction of the equipment due
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to deposition produced by mixing with the waste liquid. Consult the reagent maker on
the interfering items.

¢ Install the measurement reagents in the correct positions.
The wrong position produces incorrect data and can cause a malfunction of the
equipment.

e Store opened or unopened measurement reagents according to the instructions of
reagent makers. If reagents are not stored properly, correct data may not be obtained
even within the effective period.

B Caution for handling solutions

Cuvette Wash Solution 7 For in vitro diagnostic use as a cleaning agent on
BioMajesty systems.
Composition and ingredients: Sodium Hydroxide, 4.0%
Wear proper protective equipment to avoid contact with
skin or inhalation of the vapor.
Disposal consideration
Residual disposal: Dilute the chemical with a large
amount of water and flush in a drain after neutralizing
with diluted acid. Or entrust approved waste disposal
companies with the disposal.
Containers : In case of disposal of empty bottles, dispose
bottles after removing the content thoroughly.

Cuvette Conditioner EX For in vitro diagnostic use as a cleaning agent on
BioMajesty systems.
Composition and ingredients: Surfactant
Wear proper protection equipment.
Avoid contact with skin and eye.
This product may discolor or cause rust on metal.
Disposal consideration
Dispose residual product with plenty of water. If
substantial volume needs to be disposed, entrust
approved waste disposal companies with the disposal .

Lamp Coolant C For in vitro diagnostic use as a lamp coolant on
BioMajesty systems.
Composition and ingredients: Organic acid, Organic
nitrogen compound, Alcoholic compound
Do not inhale mist or spray.
Wear proper protection equipment.
Avoid contact with skin and eye.
Disposal consideration
Dispose of residual product with plenty of water. If
substantial volume needs to be disposed, entrust
approved waste disposal companies with the disposal

Reagent Probe Wash K For in vitro diagnostic use as a cleaning agent on
BioMajesty systems.
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Composition and ingredients: Sodium Hydroxide, 2%
Wear proper protective equipment to avoid contact with
skin or inhale the vapor.

Disposal consideration

Residual disposal : Dilute the chemical with a large
amount of water and flush in a drain after neutralizing
with diluted acid. Or entrust approved waste disposal
companies with the disposal.

Containers : In case of disposal of empty bottles, dispose
bottles after removing the content thoroughly.

Reagent Probe Wash S For in vitro diagnostic use as a cleaning agent on
BioMajesty systems.
Composition and ingredients: Potassium hydroxide
4.5%, Sodium polyacrylic acid 4.0%, Sodium
hypochlorite 4.7%, Surfactant
Do not inhale mist or spray.
When handling in a room, make sure that there is
adequate ventilation in the room and maintain the
concentration under indicative concentration.
Wear proper protection equipment.
Avoid contact with skin and eye.
For normal use, only adequate general ventilation is
required.
Handle the product with care.
Do not drop the product.
Disposal consideration
This product is chlorite alkaline solution. Dispose the
product with plenty of water or neutralize it with acid
after dechlorination with sodium thiosulphate (Hypo),
then dispose it with plenty of water. If substantial
volume needs to be disposed, entrust approved waste
disposal companies with the disposal

Reagent Probe Wash 1 For in vitro diagnostic use as a cleaning agent on
BioMajesty systems.
Composition and ingredients: Sodium Hydroxide, 3.6%
Wear proper protection equipment.
Do not inhale mist or spray.
Avoid contact with skin and eye.
For normal use, only adequate general ventilation is
required.
Handle the product with care.
Do not drop the product.
Disposal consideration
This product is alkaline. Dispose residual product with
plenty of water or antalkaline with acid substance, then
dispose of it with plenty of water. If substantial volume
needs to be disposed, entrust approved waste disposal
companies with the disposal.
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Reagent Probe Wash 2

ISE Detergent Solusion

ISE Buffer (IS)

For in vitro diagnostic use as a cleaning agent on
BioMajesty systems.

Composition and ingredients: Oxalic acid 3.0%,
Hydroxyacetic acid 20.0%, Methyl alcohol 4.8%,
PEG-400 3.0%

Do not inhale mist or spray.

Wear proper protection equipment.

Avoid contact with skin and eye.

For normal use, only adequate general ventilation is
required.

Handle the product with care.

Do not drop the product.

Disposal consideration

This product is acid. Dispose the product with plenty of
water or neutralize it with alkaline substance, then
dispose it with plenty of water. If substantial volume
needs to be disposed, entrust approved waste disposal
companies with the disposal.

For in vitro diagnostic use in the quantitative
determination of certain electrolytes in human serum,
plasma and urine on BioMajesty system.

Composition and ingredients: Sodium hypochlorite
6.0%

Wear appropriate protection equipment.

Avoid contact with eye and skin. Avoid inhalation of
vapor.

Ensure that the work area has adequate local
ventilation/general ventilation.

Avoid spillage.

Do not eat and drink or smoke while handling this
product.

Avoid contact with skin/eye, inhalation or ingestion.
Wash hands after handling the product.

Disposal consideration

Dispose residual product in an appropriate method in
accordance with the relevant law, rules and regulation.

For in vitro diagnostic use in the quantitative
determination of certain electrolytes in human serum,
plasma and urine on BioMajesty system.

Composition and ingredients: Formaldehyde < 1.0%,
Phosphate < 1.0%, Triethanolamine < 2.0%

Wear appropriate protection equipment.

Avoid contact with eye/skin and inhalation of gas.

Ensure that the work area has adequate local
ventilation/general ventilation.

Avoid spillage.
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Avoid contact with skin/eye, inhalation or ingestion.
Wash hands after handling the product.

Disposal consideration

Disposal of residual product : Dispose residual product in
an appropriate method in accordance with the relevant
law, rules and regulation.

Contaminated container and wrapping: Dispose any
contaminated container and wrapping in accordance with
the relevant law and the regulations by local authorities.

Internal Standard Solution For in vitro diagnostic use in the quantitative
determination of certain electrolytes in human serum,
plasma and urine on BioMajesty system.

Composition and ingredients: Formaldehyde < 0.1%
Wear appropriate protection equipment.

Avoid contact with eye/skin and inhalation of gas.

Ensure that the work area has adequate local
ventilation/general ventilation.

Avoid spillage.

Avoid contact with skin/eye, inhalation or ingestion.
Wash hands after handling the product.

Disposal consideration

Disposal of residual product : Dispose residual product in
an appropriate method in accordance with the relevant
law, rules and regulation.

Contaminated container and wrapping : Dispose any
contaminated container and wrapping in accordance with
the relevant law and the regulations by local authorities.

ISE Serum Standard Solutions For in vitro diagnostic use in the quantitative
determination of certain electrolytes in human serum and
plasma on BioMajesty system.

ISE Serum High Standard

Composition and ingredients: Formaldehyde 0.1%,
Na+ 160mmol/L, K+ 6mmol/L, Cl- 120mmol/L,
Preservative

ISE Serum Low Standard

Composition and ingredients: Formaldehyde 0.1%,
Na+ 130mmol/L, K+ 3.5mmol/L, Cl- 85mmol/L,
Preservative

Wear appropriate protection equipment.

Avoid contact with eye/skin and inhalation of vapor.
Ensure that the work area has adequate local
ventilation/general ventilation.

Avoid spillage.

Do not eat and drink or smoke while handling this
product.

Avoid contact with skin/eye, inhalation or ingestion.
Wash hands after handling the product.

Disposal consideration
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Residual disposal : Dispose residual product in an
appropriate method in accordance with the relevant law,
rules and regulation.

Contaminated container and wrapping : Dispose any
contaminated container and wrapping in accordance with
the relevant law and the regulations by local authorities.

ISE Urine Standard Solutions For in vitro diagnostic use in the quantitative
determination of certain electrolytes in human urine on
BioMajesty system.

ISE Urine High Standard

Composition and ingredients: Formaldehyde 0.1%,
Na+ 200mmol/L, K+ 100mmol/L, Cl- 180mmol/L,
Preservative

ISE Urine Low Standard

Composition and ingredients: Formaldehyde 0.1%,
Na+ 50mmol/L, K+ 10mmol/L, CI- 50mmol/L,
Preservative

Wear appropriate protection equipment.

Avoid contact with eye/skin and inhalation of vapor.
Ensure that the work area has adequate local
ventilation/general ventilation.

Avoid spillage.

Do not eat and drink or smoke while handling this
product.

Avoid contact with skin/eye, inhalation or ingestion.
Wash hands after handling the product.

Disposal consideration

Residual disposal : Dispose residual product in an
appropriate method in accordance with the relevant law,
rules and regulation.

Contaminated container and wrapping : Dispose any
contaminated container and wrapping in accordance with
the relevant law and the regulations by local authorities.

B Precautions concerning data

In order to measure a sample with this equipment, measurement reagents, reference
solution, samples used for management are required. Make inquiries concerning the use
of these reagents and samples to the respective reagent makers.

e Use reagents and reference solutions made exclusively for electrolyte (Na, K, CI)
measurements.

¢ Follow the instructions of the reagent makers for the timing and frequency of
calibration, and the use of reference solutions.

* When measuring a sample, use a management sample to monitor the condition of the
equipment in real time at suitable intervals.

e If abnormal color appears during sample testing, pay attention to the possibility of
interference or influence on the measurement data.
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¢ Data of a patient who is taking certain medications may show a higher or lower value
than the actual value. Access the information from the maker beforehand. If the patient
is treated based on the higher or lower value falsely measured, the treatment may result
in a critical condition.

e When cleaning the equipment, use the specified detergents.

e If an abnormal value appears in the measurement data, confirm the reaction process
and repeat the measurement.

e Samples with abnormal values that are extremely high may have carryover. Please
pay attention to the values of the next sample and the one in the dilution container.

¢ Do not change (delete) the contents of your requests during analysis. It may result in
inconsistency between sample numbers.

B Precautions concerning water supply and drain
¢ Handle the demineralizer correctly according to the instruction manual.
If the purity of the water supplied from the demineralizer to the Analyzer Unit
deteriorates, data can be influenced.

® Process waste liquid suitably according to water-pollution prevention ordinances and
all related regulations.
Treat reagents containing substances regulated by pollution-prevention ordinances
and drainage standards after consulting the makers.

B Precautions concerning loss of data and parameters

¢ Especially when starting the system, be sure to operate the system correctly.
Mistakes can cause loss of data.

 Be sure to back up the setting parameters.
Various types of setting parameters may be lost or irrecoverable due to misoperation
or breakdown of the equipment.

® Do not load software on the hard drive other than the software specified by JEOL.
To do so can cause a malfunction, resulting in loss of data.

Bl Notes on storing the instrument
e If you have not operated the instrument for a long time, wash the lines and reaction
tubes well enough. Also, pay attention to any liquid leakage from each part.

o If there is a possibility of frost, drain the water from instrument, and inspect it before
operation.

e Be aware of biohazard risk. Wear appropriate protection and operate the analyzer
with care.

o If the analyzer is used in a manner not specified by JEOL, the protection provided by
the analyzer may be impaired.
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B Precautions concerning the cleaning of the panels
e If a large amount of serum, hazardous materials or water is splashed on the system,
stop it and turn off the power at the main breaker. You must use ethanol to remove the
contaminant from the system.

¢ For the purpose of cleaning the analytical console’s panels and safety covers, use water
or ethanol. Other solutions might peel off the paint, corrode and dissolve some part of
the system’s panels and safety covers. Contact your service office authorized by JEOL
whenever you are unclear about any operation or maintenance.

B Decontamination and Cleaning
¢ Appropriate decontamination is carried out if hazardous material is spilt onto or into
the equipment.

& Decontamination is described in the following procedures. To perform decon-
tamination, be sure to wear gloves. First, wipe the dirty surface of a sample
well. Next, use a lint free cloth, and wipe the surface where the sample is ad-
hering. Lastly, wipe the same surface well with another lint free cloth impreg-
nated with 5% sodium hypochlorite solution.

® Do not use decontamination or cleaning agents which could cause a HAZARD as a
result of a reaction with parts of the equipment or with material contained in it.

e Should you wish to use any solution other than solutions specified by JEOL for wash
or decontamination, please contact JEOL.

B Notes to transport and/or store the system.

e If you transport or store the system by a method other than that recommended by JEOL,
then JEOL will not bear any responsibility for erroneous results reported by the system
or problems with the units on the system.

e If you have further questions, please contact local service center.

o If the system will be stopped for long period of time, take the necessary actions, like
removing water from the system.

B Correspondence for a breakdown and an abnormality

e If an equipment breakdown or abnormality occurs, please turn off the MAIN power
supply. And, contact your service office authorized by JEOL.

B Precautions concerning the disposal of the device
e Please process it according to the guidelines of the laws, ordinances, and so forth w
hen you dispose the device.
e Contact your service office authorized by JEOL whenever you are unclear about any
operation or maintenance.

B Emergency Procedures

To stop the operation after the analyzer has started
To avoid possible injury and damage to the analyzer, make sure that all probes and mixers
can move without any obstruction and that all analyzer covers are in place.

1. At the bottom of the power panel, press the System Stop button.
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2. Click INITIALIZE
3. If reagents were dispensed, you must perform a Weekly Wash2 before resuming
operation. Load Reagent Probe Wash-S (5% solution) into, RT'T1-49 ,RTT2-49.
To manage an expected power outage
If you know in advance of an upcoming power outage:
1. Turn off the workstation and analyzer power by performing the normal shutdown.

2. If you expect the power supply to be off for a long period of time, remove the
reagents in RT'T1 and RTT2 and refrigerate them.

3. When the power returns, perform the normal startup operation.
To respond during a power failure-power is still off
While the electrical power is still off:
1. Turn OFF the workstation power switch.

2. At the power panel, set the OPERATE/STANDBY switch to STANDBY.

When the electrical power returns:
1. Turn ON the workstation power switch.

2. When the Startup window appears, turn the OPERATE/STANDBY switch to
OPERATE.

3. On the Startup window, click Re-Start, enter user name and password, then click
OK.

4. Repeat the task prior to the power failure and verify that the data were stored.
5. If reagents were dispensed, you must perform a Weekly Wash2 before resuming
operation. Load Reagent Probe Wash-S (5% solution) into, ,RTT1-49 ,RTT2-49.
To resume after a power failure-power is restored
1. If the Startup window is open, click Shutdown.

2. When prompted by “It is now safe to turn off your computer,” turn off the worksta-
tion power and turn the OPERATE/STANDBY switch to STANDBY.

3. After approximately 20 seconds, turn on the workstation power.
4. Perform the normal startup operation.

5. If reagents were dispensed, you must perform a Weekly Wash2 before resuming
operation. Load Reagent Probe Wash-S (5% solution) into, RTT1-49 ,RTT2-49.

6. If possible, repeat the last task prior to the power failure, and verify that any data
generated were stored properly.
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B Notes on Electromagnetic waves

This instrument complies with the emission and immunity requirements
described in the IEC61326-2-6:2005.

& Warning

This equipment has been designed and tested to CISPR 11 Class A. In a domestic
environment it may cause radio interference, in which case, you may need to take
measures to mitigate the interference.

A Caution

The electromagnetic environment should be evaluated prior to operation of the
equipment.

A Caution:

Do not use this equipment in close proximity to sources of strong electromagnetic
radiation, as these may interfere with the proper operation.

B When the analyzer remains unused for a long period
When the analyzer remains unused for a long period (more than 3 days), there is a risk
that the detergent lines for WUD become dry and may cause clogging.
In order to avoid such damage on the analyzer, please follow the steps before and after
leaving the analyzer unused.

® Before turning off the analyzer for a long period

a. Perform WASH2 to complete washing when the routine operations are over.

b. Remove the aspiration line from the cuvette conditioner bottle and the
cuvette wash solution bottle in the detergent compartment. Rinse the lines
with pure water and then put them in a beaker filled with 500ml of pure water.
Cover the bottles if there is some solution left in them.

Note: IMPROTANT: Do not drain the Reaction Bath Oil.

C. Perform WASH3 (washing only with water).

d. When WASHS is completed, fix the aspiration lines back to the bottles where
they were originally installed.

€. Cover the top of detergent and reagent bottles set on the reagent trays with
some plastic film. (Make sure to remove the plastic film when you restart
the analyzer.)

f. Perform Shutdown.

Note: Do not perform Auto-Startup.

® Before starting up the analyzer again

a. Check that there are no crystals on the tip of WUD nozzles.
Check the second port/red 2 (cuvette wash solution), and the fourth port/red
4 (cuvette conditioner).

Note: If there are any crystals or clogging, remove the WUD unit
(with one Allen screw) and feed a wire through the nozzle tips
from the bottom of the nozzles to remove any crystals or clot.

(Do not remove the connection joint.)
b. Startup the analyzer.

. S'1 0 dEDL ICABM6010/C-4



PRECAUTIONS FOR USE

Remove the plastic film that has covered the top of the detergent and
reagent bottles on RTTs.

Perform PRIME1.

Perform WASH3. When WASH is started, observe the WUD movement to
ensure that no line comes off from WUD and there is no leak from there.

Run a routine analysis.

B Air Bubbles in the Reaction Bath

ICABM6010/C-4

The analyzer uses dedicated Reaction Bath Oil (inert oil) so that no air bubbles are
generated in the Reaction Bath.

However, it is important for the analyzer to have adequate supply of the Reaction Bath
Oil to stablize the test result.

Please check the Reaction Bath Oil status in the [System Monitor] window when you start
up the analyzer.

Note: Refer to Chapter 1 in ‘Basic Operations’ for the startup operations.
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IMPORTANT INFORMATION RELATED TO USE

B s-12

AND MANAGEMENT

e The customer is responsible for maintaining and managing the delivered equipment.

¢ Be sure to store important data in a clinical chart, notebook or external memory device.
¢ Only doctors and legally qualified persons are allowed to use this equipment.

¢ This equipment is intended to provide doctors with data required for diagnosis.

¢ Do not modify or change this product (including software).

e The useful life span of this product is seven years from the date when you started to
use it (when it was installed).

e Subsequent to the explanation of the warranty period, after-sale service is available for
a fee.
For after-sales service, consult your nearest service center.

e If it is necessary to move or transport this equipment after delivery to your site, we can
do this for a fee.
In order to prevent any problems from occurring when the equipment is being
moved or transported, be sure to consult your nearest service center.

e This instruction manual contains warnings concerning dangers that JEOL considers
could conceivably arise. However, be very careful of any other dangers that may arise
as well.

e Maintenance and operation of the system must be performed by the personnel who
have completed JEOLs official training and have sufficient knowledge of the system’s
dangers.

¢ Contents of the safety precautions must be observed strictly.
¢ Do not use any parts other than those recommended by JEOL.

o If the analyzer is used in a manner not specified by JEOL, the protection provided by
the analyzer may be impaired.
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EXEMPTION CLAUSES

e [t is important to maintain the equipment in a very safe and reliable condition.
From manufacturing to installation, JEOL puts every effort into implementing
integrated quality control, to ensure that the equipment can be delivered to the
customer in as safe and reliable a condition as possible.
However, once the equipment has been delivered to the customer, the customer is
responsible for maintaining and managing the equipment.
JEOL can carry out maintenance and inspection of the equipment for a fee subse-
quent to the expiration of the warranty period.

e When using this equipment for clinical examinations, use it under the supervision of a
doctor or clinical technician.
This instrument aims to provide a doctor with data to be used for diagnosis. JEOL
will not bear responsibility for secondary damage due to diagnosis results or data
obtained when the equipment is used.

¢ JEOL will not bear responsibility for any breakdown or damage due to installation,
moving, maintenance, or repair carried out by a person other than JEOL's service
engineer or designated engineer.

¢ JEOL will not bear responsibility for loss of data stored in the equipment as a result of
misoperation or an unforeseen accident. Store your important data on recording media
such as medical records, notes, or floppy disks.

¢ JEOL will not bear responsibility for any injury or infectious disease caused by
transportation or disposal without supervision by a JEOL representative.

¢ JEOL will not bear responsibility for the equipment breaking down or becoming
damaged due to another company's equipment not delivered by JEOL.

¢ JEOL will not bear responsibility for any breakdown or damage caused by mainten-
ance or repair carried out using spare parts not specified by JEOL.

¢ JEOL will not bear responsibility for any breakdown or damage caused by use of the
equipment in a country not specified by JEOL.

¢ JEOL will not bear responsibility for any breakdown or loss of data due to failure of
the user to observe the safety precautions and operation instructions described in this
instruction manual.
e Be careful about receiving an infection with a computer virus via your recording
media including USB memory.
The PC that comes with this instrument has been checked for viruses, and it is not
infected with a virus. However, if you use recording media including USB memory,
check your PC for viruses using antivirus software or other software, and using it is
your responsibility. JEOL will not bear responsibility for the instrument that stopped
operating due to the use of recording media infected with a virus.
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1.1 Overview

The analyzer system JCA-BM6010/C is a compact and high-performance analyzer of

chemistry and electrolyte components of human blood and urine samples. The system

| Je1deyn

comprises two units: the analyzer (left) and the workstation (right). The analyzer
can be used standalone or in combination with a third-party laboratory automation

system.
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g — ©%  \vorkstation

Note: Workstatior-l coniguration may
vary per laboratory.

BM6010/C System

Analyzer

I%: Main Features

" Reagent pickup type
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e Single line, full random access

¥ Throughput
e 1200 tests/hour for chemistry and ISE analysis combined.
(Chemistry tests only: 800 tests/hour, ISE tests only: 600 tests/hour)
" Ultra micro reagent volume

e Minimum reagent volume needed for measurement: 80 pnl

+" Flexible capability for analyses

e Up to three-part reagent analysis is possible
e Specialized diluent can be used (i.e. for immunoassay tests)
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» Data credibility assured

e Number of measurement points: 63 (with reaction time of 15 minutes)

Mixing by rotation and repeated left-right movement of the rod

| J8ydeyd

Reaction process monitoring with 14 wavelengths
Three dimensional reaction monitoring

" Enhanced usability

Automatic calibration

Automatic startup/shutdown
Automatic rerun

e Automatic avoidance of using cuvettes with cuvette blank error
STAT port

#" High productivity

¢ Reflex test

¢ Reagent probe/cuvette contamination avoidance
e Reaction Check Logic function

e Sample carryover avoidance
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1.2 Components

The standard BM6010/C system includes the following components.

| J8ydeyd

I Standard components

Analyzer
e Analyzer main unit (1)
e Reaction tray (RTT) cover (1)
e Sample tray (STT) and cooling tray (CTT) covers
o Bottles for cuvette detergent, cuvette conditioner, and reaction bath oil.
e Sample tray loader (STT) (1)
e Cooling tray loader (CTT) (1)
o Reagent tray 1 loader (RTT1) (1)
e Reagent tray 2 loader (RTT2) (1)
e Splash cover (1)
¢ lon selective electrode (ISE) unit (1)

1 set of Accessories
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1.3 Operation Principle

The operation principle of the BM6010/C system is as follows:

Mixer 1

Reaction carousel

| J8ydeyd

Mixier 2

Reaction bath
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E .g
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Spectrophotometer

Sample probe unit
Sample barcode

Reagent barcode readers|

Sample tray’ Reagent
—//
tray 2
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A/D CPU Data.
— | Controll processing
Converter ontrolier i
| | |
Sampling | [~ Reagent _] [ Reagent
pump pump 1 pump 2

Operational schema of BM6010/C

The reagent probe (RPP) dispenses reagent 1 (R1) from reagent tray 1 (RTT1) to a

clean reaction cuvette on the reaction carousel (RRV).

The sample probe (SPP) dispenses the sample in the quantity required for the test from
the sample tray (STT) into the RRV now containing R1.

Sample dilution is possible if necessary. The diluent is placed in the RTT and
dispensed into the reaction cuvette. Next, the sample is dispensed into the same cuvette
by the SPP and mixed with the mixing rod. Now the diluted sample is in the reaction
cuvette. The SPP dispenses the diluted sample in the reaction cuvette in which R1
required for the test has already been dispensed.

The dispensed sample and R1 are mixed in the reaction cuvette. Next, reagent 2/2¢
(R2/R2e, see ‘1.4.2: Three-part Reagents’ for details on reagents) is dispensed from the
RTT as required. The contents are then mixed for the length of time required by the
test. Photometric measurement data is collected by the spectrophotometer every 13.5
minutes to calculate concentration at each measurement point, which are posted to the
workstation.

The reaction cuvettes are washed with detergent and tepid water and blank

measurement is performed for each wavelength.
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1.4

Functional Features

1.4.1

Simultaneous measurement of blood cell components (HbA1c)
and plasma components

Hemolysis of the sample is required to measure HbAlc in an automatic chemistry

analyzer.

BM6010/C has automatic on-board hemolysis function to enable high-throughput
simultaneous measurements of plasma components (glucose, 1.5 AG, etc.) and blood
cell components (HbAlc) of the blood sampled from a single tube. This procedure is
called "simultaneous measurement" which is a special characteristic of the BM6010/C

automatic analyzer.

The blood sample, which is collected in a tube with anti-coagulant, needs to be
centrifuged first, then decapped to be loaded on the analyzer. The sample probe (SPP)
aspirates the sample in accordance with the settings for the sample and assays to start
the tests. The sampling order for simultanecous measurement is illustrated in the

following diagram:

I Sampling order during simultaneous measurement

fuge

vvrtl B el ) R I e
Centri-

Dispense in a reaction cuvette

Aspirate plasma components

| - -

Dispense in a reaction Dispense in a
cuvette. reaction cuvette

Aspirate Dilute and hemolyse using
blood cell .
pure water or dedicated
components

diluent
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1 Serum / plasma component measurement: sampling of the upper phase of the sample
tube.

The sample probe (SPP) descends toward the sample surface. When the sensor
detects the sample surface, SPP stops descending and aspirates the sample from the
surface.

2 Washing the SPP.

The SPP returns to the wash port and descends by 15mm. The outer surface of SP is
washed with wash solution in the wash port.

3 Dispensing of the sample into the reaction cuvette
The SPP dispenses the sample in the reaction cuvette, in which reagent 1 (R1) has
already been dispensed. The analyzer starts running general chemistry analysis

4 Washing the SPP.

The SPP returns to the wash port and descends by 15mm. The outer surface of SPP
is washed with wash solution in the wash port.

5 Blood cell component measurement: sampling of the lower phase of the sample tube.
The SPP descends near the bottom of the tube to aspirate the blood cell component
sample.

6 Washing the SPP.

The SPP returns to the wash port and descends by 60mm. The outer surface of SPP
is washed with wash solution in the wash port.

7 Hemolysis of the sample.

The SPP dispenses the sample in the reaction cuvette, in which the lysis solution has
already been dispensed.

8 Washing the SPP.

The SPP returns to the wash port and descends by 15 mm. The outer surface of SPP
is washed with wash solution in the wash port.

9 The hemolysed sample is dispensed into another reaction cuvette to measure HbAlc.
The SPP aspirates the hemolysed sample and dispenses it into a reaction cuvette, in

which R1 has already been dispensed. The analyzer starts running HbAlc analysis.

% Throughput

Maximum 800 tests / hour

The HbAlc test involves hemolysis of the sample in a reaction cuvette prior to the
measurement. The hemolysis procedure requires the time equivalent to that of a serum
test (4.5 sec.). Therefore, one HbAlc analysis requires time equivalent to that for 2
tests (4.5 sec. for hemolysis and 4.5 sec. for the actual HbAlc analysis = 9.0 sec.),
making the throughput for HbAlc is 400 tests per hour.. When running a combination
of a general chemistry test and HbA1lc measurement, the throughput becomes 600 test

per hour, running 2 tests in the time required for 3 tests.

dEDL ICABM6010/C-4



1.4.2

Three-part reagents

The analyzer can run tests with up to three-part reagents. The reagents are dispensed
at the timing of measurement points shown below.

Reagent Probe 1 (RPP1) dispenses Reagent 1 in a reaction carousel (RRV) cuvette
from the Reagent Tray 1 (RTT1). Reagent Probe 2 (RPP2) dispenses Reagents 2e and
2 from the Reagent Tray 2 (RTT2) in the RRV cuvette. Reagent 1 is required for any

reaction; reagents 2e and 2 are configured as required by each assay.

In order to se up R2e and R2, log on as ‘manager’ and select [Setup] > [Analytical
Parameters (Chemistry)]. (‘Manager’ can edit user-defined tests.) Enter the required
volume for both [R2e Volume], [R2 volume], [R2e diluent volume] and [R2 diluent

volume] in the [Analytical conditions] column.

For two-part reagent tests, enter "0" for [R2e volume] and [R2e diluent volume].

The graph below shows an example of a test time course.
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Time course of a test with BM6010/C

ICABM6010/C-4 JEOL 1-7

| J8ydeyd

O
<
()
<,
@
=
Q
>
o
<
i
S5
B
(0]
QD
—-
c
=
(]
(2]
o
=h
w
=
(o2}
o
—
-




1.4.3 Diluting the sample

I Dilution Steps:

| J8ydeyd

Fill the reagent bottle with diluent and set it on the reagent tray 1 (RTT1).

If the sample does not need to be diluted, the reagent probe 1 (RPPI1)
dispenses the reagent 1 (R1) in a cuvette in the reaction carousel (RRV); then
the sample probe (SPP) dispenses the sample into the cuvette.

If the sample needs to be diluted, diluent, instead of R1, is first dispensed in
the cuvette. Then, the sample is added to the cuvette to make a diluted
sample. The mixing rod 1 (MIX1) mixes the diluted sample and the cuvette
comes again to the sample dispensing position. SPP aspirates the diluted
sample and dispenses it in another cuvette, into which R1 has already been
dispensed.

Then, MIX1 mixes the mixture again. If the assay requires R2e and R2, they

are dispensed and mixed in accordance with the settings.

IF. Setting up sample dilution

Open [Setup] > [Analytical Parameters (Chemistry)] to set up the parameters.
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Click the [Analysis item condition setting (M)] button or [Rerun conditions] button and
select "With dilution" for the [Dilution method] field.

The sample is diluted according to the values set in the [Undiluted sample volume],

[Diluent volume], and [Diluent volume from RPP] fields.

Examples of sampling for sample dilution are shown below:
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SV sample volume |

[No dilution] DV: diluent volume
[Sample volume]  SV=1-25ul DSV: diluted sample volume
[Dilution] No «—Air 3ul DDV: diluted diluent volume

[Undiluted sample volume] —

[Diluent volume] — <— SV+3ul
[Diluent position] (on RTT) — SP

[Diluent volume from RPP] —

| J8ydeyd

[With dilution] (Diluent) Dispense diluent Dispense sample

[Sample volume]  SV=1-25ul

[Dilution] Yes

[Undiluted sample volume] DSV=1-25pnl Air 5l Air 3pl

[Diluent volume] DV=1-25nl

[Diluent position ] (on RTT) ~ #0 1-50 17/16 XDV+10ul  l<—DSV+sample
SPP

[Diluent volume for diluent] 0 RPPA ROTde;'UGnt on 3ul

l_'J DSV+DV—(SV+3) = 35l i .
Dispense diluent Dispense

[With dilution] (Diluted diluents) and water sample

[Sample volume]  SV=1-25pl Water

[Dilution method]  Yes *— DDV

[Updiluted sample volume]  DSV=1-25pl —Air 5L Air 3pl

[Diluent volume] DV=5-200ul

[Diluent position] (on RTT) #0 1-50 «—DV DSV+

[Diluent volume for diluent] DDV =5-200pl RTT-1(diluents Sample 3yl
RPP1  on RTT1 SPP

lg DV+DDV=25-200 l
DSV+DV+DDV—(SV+3) = 35l

[With dilution] (Water dilution) Dispense Dispense
[Reaction sample volume]  SV=1-25ul  \yater sample
[Dilution] Yes
[Undiluted sample volume] DSV=1-25 pl
[Diluent volume] DV=25-200 pl Air 3ul

[Diluent position] 0
[Diluent volume for diluent] — +—DV DSV+
(water) sample 3yl

[/ DSV+DV—(SV+3) 2 35,

Various sample dispensing patterns
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F& Dilution conditions (M, D1, D2, D3, D4)

« Setting "No sample dilution™

The samples are not diluted in most of routine tests. To set "no sample dilution" for a
test, select [Analytical Parameters (Chemistry)] > [Analysis test condition setting (M)]
button, and select “No dilution” for [Dilution method]. When registering tests for a
sample in the [Request] > [Order Entry] window, select “1: M Cond.” for [System
Dilution Mode].

«" Setting "with Dilution" for a test

If a test requires sample dilution for all samples, select [Analytical Parameters

(Chemistry)] > [Analysis test condition setting (M)] button, and select "With dilution"

ICABM6010/C-4 dEDL 1-9
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for [Dilution method]. Set appropriate values for [Undiluted sample volume],
[Diluent volume], [Diluent position], and [Diluent volume].

When registering this type of test for a sample, select [Request] > [Order Entry], and
select “1:M Cond.” for [System Dilution Mode].

Setting "with Dilution" only for the samples with high result value for
some test

For the samples that are already known to have high values for certain tests, sample
dilution can be set up for initial run.

Select [Request] > [Order Entry], then select [With dilution] for [System Dilution
Mode] and select an option from [D1 Cond.]-[D4 Cond.].

To set multiple dilution conditions for a sample, click [Multi. Dil.] button in the [Order
Entry] window and set the required dilution conditions by clicking [M], [D1], [D2],
[D3], and [D4] buttons. When you set multiple dilution conditions for a sample, the
sample volume and reagent volume are dispensed for each condition as configured in

the setting..

dEDL ICABM6010/C-4



1.5

Specifications

1.5.1

Specifications of the analyzer

The specifications of the analyzer are summarized in the following table.

The installation conditions will be presented separately in section 1.6.

Iltem

BM6010/C

Size

1220 (W) x850 (D) x1108 (H) cm

Weight

450 kg

Power source

AC200, 220, 230 or 240V+10%, 50/60Hz, A ground
must be installed near the breaker.
2.6 KVA

Water Consumption

20 L/hour

Measurement method

Chemistry

Open discrete
Single-line, simultaneous, multi-item measurement

ISE Na, K, Cl ion selective electrolyte assay

Dilution measurement method

Simultaneous measurement of serum and urine samples
Test throughput

Simultaneous
chemistry and ISE

Maximum 1200 tests / hour

measurement

Chemistry alone Maximum 800 tests / hour

ISE alone Maximum 600 tests / hour
Sample throughput

Simultaneous
chemistry and ISE

Maximum 800 samples / hour

measurement
Chemistry alone Maximum 800 samples / hour
ISE alone Maximum 200 samples / hour

Number of test items

Simultaneous
chemistry and ISE
measurement

Maximum 103 test items
Routine 45 chemistry test items+ 3 ISE test items

Sample parameter /
processing unit

Sample types | Serum and urine
measured
Tray Sample tray (STT): 2 rows (42 samples each = 84 total

samples)

Barcode reader for sample ID
Cooling tray (CTT) used for calibrators, controls, and
diluents with 61 total available positions.
Point-in-space sampling for laboratory automation
system (optional)

ICABM6010/C-4
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Item BM6010/C
@) Barcode reader Class 2 laser product
> Maximum output 1.0mW, pulse duration 112us, emitted
% wavelength 650-660nm
- Dispensed  sample | 1 - 25ul (0.1 pl increments)
volume
Sample dilution Reaction cuvette is used for sample dilution
Dilution ratio 1-200X
Dilution patterns Maximum 5 p atterns of dilution available for the initial
run and rerun
Different diluents and different dilution ratio can be used
for a primary sample
Rerun Primary sample in the STT is used for rerun
Liquid level sensor Incorporated

Reagent parameter /
processing unit

Dispensing system 3-part reagent capability, 2 probes
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Trays Two trays, 45 positions each

Container capacity 20, 40, and 70 mL

Refrigerator All reagents

Reagent volume per | 5-300 uL

test

Dispensing 0.1uL

increments

Reagent remaining | Calculated based on the liquid level sensor detection
volume result

Reagent barcode Standard barcode system for reagent containers of

automatic analyzers specified by the Japan Analytical
Instrument Manufacturers' Association

Barcode reader Class 2 laser product

Maximum output: 1.0 mW, Pulse duration: 112 us,
Emitted wavelength: 660 nm, Class 2 laser product
or

Maximum output: 1.5 mW, Pulse duration: 65 us ,
Emitted wavelength: 650 nm, Class 2 laser product

Reaction parameter /
processing unit

Reaction tray Turntable style

Reaction cuvette | Plastic

material

Cuvette light path | 10 mm

length

Reagent volume 80 - 430 ul

Stirring system Rotation and reciprocation with vibration cleaning

Stirring immediately after additions of samples and
reagents (R2e, R2)

Reaction time 3, 4,5, 10, or 15 minutes
Reaction 37°

temperature

Reaction bath Inert liquid circulation method

1-12 JEOL ICABMB010/C-4




CONTENTS

ltem

BM6010/C

Reagent drain

A drain line available for concentrated waste fluid with the
optional dedicated bottle

Measurement
parameter / processing
unit

| J8ydeyd

Measurement
method

Reaction point measurement

Measurement point

63 measurement points, 1point per 13.5 seconds in 15
minute reaction

Photometer Concave diffraction grating, rear spectroscopy system
Measurement 14 fixed wavelengths between 340 - 884 nm; 1 or 2
wavelength wavelengths are used for calculation

Light source

Halogen lamp with cooling system

Assay method

Photometric assays
¢ Endpoint assay (EPA)
¢ Reaction rate assay (RRA)
¢ 2-point rate assay (2PA)
¢ Constant rate assay (CRA)
e Immunoassay (IMA)
e 3-test simultaneous
independent)
¢ Prozone detection
¢ Point forwarding in rate assay
e Sample blank correction

measurement (parameter

Rerun system

Automatic or manual (selectable)

Automatic correction

Blood serum blank, cell blank, measurement point
change, sample volume change in rerun

Maintenance (including

ISE unit)
Automatic Auto startup and shutdown scheduled by weekly timer
maintenance
ISE Na, K, Cl ion selective electrolyte assay
Dilution measurement method
Simultaneous measurement of serum and urine samples
Analysis
ISE Simultaneous measurement of 3 test items
Mode 2 modes, either serum or urine

Data processing

Correction available for serum and urine modes
respectively.

Other types of result processing are available including
“ratio” parameters, flag display, and statistical calculation.

Electrode
Na: Crown ether membrane
K Crown ether membrane
Cl Super-layer solid molecule orientation membrane
reference Sealed silver/silver chloride electrode
Sample

Measurable samples

Serum, Urine

Sample volume

22 uL

ICABM6010/C-4
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Item BM6010/C

Calibration method
Upon measurement | Internal standard measurement
Calibration 2-point calibration using low and high concentration
calibrators (L-STD and H-STD respectively)
Standard substance | NIST Standard salt #2201 and #2202 used as reference
for calibration

| J8ydeyd

Reference range for each test:

The reference range for each test is as follows:

2
o) Sensitivity
%- Standard solution Changes in potential with L-STD for serum and urine for
3 each measurement are:
= L-STD for serum L-STD for urine
= Na 270t0430  -15to 385
= K 16010330  75t0 825
= Cl -160to -40 270 to 400
g-? Accuracy within £ 5% deviation
c Measurement range Serum Urine
@ Na: 100-200 10-400
o K: 2.5-200 2-400
W Cl: 50-200 15-400
<

3

A ©
O

Na: | Serum 136 to 145 mEq/L
Urine 40 to 220 mEqg/day
K Serum 3.51t0 5.1 mEq/L

Plasma (male) 3.51t0 4.5 mEq/L
Plasma (female) | 3.4 to 4.4 mEqg/L

Urine 25 to 125 mEq/day (varies with diet)
Cl | Serum 98 to 107 mEqg/L
Urine 110 to 250 mEq/day

Reference ranges based on Tietz NW, Clinical Guide for Laboratory Tests 3rd
edition. WB Saunders Company, Philadelphia, PA, pp 610-611 (1995)

1-14 JEOL ICABMB010/C-4




1.5.2 Reproducibility and Accuracy

@)
=y
I Chemistry Tests Examples (when using reagents approved in &
Japan) T
Test Name/Method Abbrev. Reproducibility Accuracy
Aspartate aminotransferase / JSCC AST CV <5% CV<10%
Gamma glutamyl transpeptidase / ~GTP | CV <5% CV < 10%
JSCC
Total protein / Biuret TP CV<5% CV <10%
Triglyceride / GPO TG CV<5% CV <10%
Calcium / o-CPC Ca CV<5% CV <10%
I ISE Tests
Test Name/Method Abbrev. Reproducibility Accuracy
Sodium Na CV<3% CV <5%
Potassium K CV<3% CV<5%
Chloride Cl CV<3% CV<5%
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1.6

Installation

5 Environment

Item

Condition

Power source

AC200, 220, 230 or 240V+10%, 50/60Hz

Power consumption

Maximum 2.6 kVA

Ambient temperature

18 - 30°C (Variation: £2°C / 1 hour or less)

Change in 15°C

temperature after

calibration

Humidity 40% - 70% with no condensation

Ambiance Free of corrosive gas and significant vibration
Free of electrical disturbances such as electromagnetic
and electrostatic induction

Altitude Up to 2000 meters above sea level

Floor The system should be placed on a level floor (1/200
gradient or less) that is capable of supporting a load of 450
kg (990 Ib)

Pure Water Water temperature: 10 °C - 30°C

Requirements

Dissolved oxygen: 8mg Ogy/L or less (DO value)
Purity of pure water: 1uS/cm or less

Overvoltage Category

Pollution degree

2

Drain outlet Height: up to 200 mm, opening diameter: 50 mm or over
Water supply 40L/ hour or more
capacity Direct plumbing deionized water pressure: 1.4-14.2 psi (9.8

— 98 kPa)

Transportation and
storage condition

Temperature: -18 °C to +55 °C
Fragile. Handle with care. Keep dry. Do not stack, do not
overturn.

T Precautions for Installation

1-16

e The system is for indoor use only. An appropriate ventilation system is required in

the installation room.

e Sufficient ventilation space is required around the ventilation grids in the rear side

of the system. The system should be installed at least 50 cm (20 inches) from the wall

with nothing placed between the system and the wall that might block ventilation.

JEOL
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I Examples of installation room
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I Power supply specifications (
" Supply wiring requirements:
USA or Canada UL listed cord for external wiring
Must be CSA certified cord in Canada.
Rated 600V, 105°C.
Size AWG#14.
EU Electric wire that is approved to a harmonized (HAR)
standard

Rated 300V or greater, 60°C or greater
Size 2mm” or more, outside diameter 13 to 18 mm

Circuit breaker - 15 or 20 amps.

Other countries Electric wire that is approved to the national standard
of the installation site.
Rated 300V or greater, 60°C or greater
Size 2mm” or greater, outside diameter 13 - 18 mm

Circuit breaker: 15 or 20 amps.

ICABM6010/C-4 JEOL 1-17




" Connection specification (US / Canada)

| I I [
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Switch Box
L1
Power supply CIOP
AC200V=+10%,13A,50/60Hz
AC220V=*10%,12A,50/60Hz
AC230V+10%,11A,50/60Hz |:|
AC240V=*10%,11A,50/60Hz
(= g ©
Customer Instrument
institution side side
w} — >
| |

L1 ]
Receptacle Plug
NEMA 6-20R NEMA 6-20P

Disconnecting means in US and Canada: Plug.
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Make sure to connect the ground wire of power supply to the protective conductor
terminal in the switch box. The system should be placed so that the operator can easily
access the plug.
Power supply wiring specifications:
USA or Canada: Power is supplied to the system via plug connection.

A NEMA 6-20R receptacle is required in the

installation room.

S,

NEMA 6-20R Receptacle

3-wire configuration with a protective ground wire

covered with green and yellow striped material.
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" Connection specification (EU and other countries)

L ITJ —— 1
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Switch Box
C_— 1

Power supply EI EMO@
AC200V=+109%,13A,50/60Hz
AC220V %10%,12A,50/60Hz
AC230V+10%,11A,50/60Hz ﬂ |:| Instrument side
AC240V=*10%,11A,50/60Hz

O=: o

\\ Customer
institution side

\S

Disconnecting means in EU and other countries: breaker installed in the switch box

LOQWE JO salnjea{ Ule|\ pue MalAIBAQ

The system should be placed so that the operator can easily access the connection
device.

Make sure to connect the ground wire of the power supply to the protective conductor
terminal in the switch box.

An appropriate external circuit breaker should be available as a connection device at
the installation site.

Switch type should be either circuit breaker or knife switch.

The operation room should have sufficient space to accommodate a switch box.

The switch box should be located within 5 meters (15 feet) of the system for good
accessibility. Mark the analyzer's particular breaker or knife switch in the switch box

to avoid confusion.

ICABM6010/C-4 JEOL 1-19
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& Wiring inside the analyzer

« Front side

Label Information

2 W B

=

N M M

&S

1-20
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ISE Buffer Bottle(ISE)

JEOL

Cuvette Wash Solution Bottle(CCon)

Cuvette Conditioner Bottle(CW)
Incubation Bath Oil Bottle(IBO)
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" Rear side
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¥ ¥ To LAS/URH Barcode Reader
1
& &= ® | 1SRN S S
| ' 11 L
| ToPCETHERNET CONNECTOR (] T I
H B
| 1.2 L
| | | C Power Supply | | |
I To PC SLEEP INTERFACE CONNECTOR | l I I |
I(steeny  ~—— — TT T oo I
____________ . I
 ______1db

| /URH(Universal Rack Handler)
| [URH/LABCELL]

——

ICABM6010/C-4 JEOL 1-21




" Connector

@)
D @
=
@
To LAS/URH Barcode Reader
)
S [BCR]
<
(¢)
3
S
o To LAS(Laboratory Automatic System)
nz, /URH(Universal Rack Handler)
= [URH/LABCELL]
D
)
c
-
D
»
(@)
S,
= @
>
o
= . . g
i T . . .
'3 ¢ = i Outlet rating information
Power supply to the
workstation
[Pc]
To PC ETHERNET
CONNECTOR
To PC SLEEP INTERFACE
CONNECTOR
[SLEEP]
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Connector pin layout (@)
54321 Q:;-
6.8 E B Connector : D-sub 9pin (Mail} =4

Screw : #4-40 Q
95876 =
C<D

Pin No. Signal <20

1 N/A g

2 RD Q

3 SD a

4 N/A QZ)

5 Signal Ground =

6 N/A c-||>-|

7 N/A =

8 N/A §

9 N/A o

¢ Connection specification of LAS/URH barcode reader g
S

Connector pin layout O

12345 ‘
Connector : D—sub 9pin (Femail)
o o0 o o Screw : #4-40
6 789
Pin No. Signal
1 TIM
2 RD
3 SD
4 N/A
5 Signal Ground
6 NG
7 RS
8 CS
9 +5V
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1.7 Descriptions of Units and
Components

The analyzer system BM6010/C comprises two main units: the analyzer and

| J8ydeyd

workstation.

D/0109INgG JO salnjea{ ule|\ pue MaIAIBAQ

=i

g LIRSS

- i_ _i'\-'_
— 7\~ _
g ~"

Analyzer Workstation

e mnsd

BM6010/C System - whole view

This section describes the names of units and components of the analyzer and
workstation.
The details and functions of the units and components used for routine analysis will be

described in the section 1.8.
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1.7.1 Workstation
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LCD Monitor

Keyboard Mouse

Printer

PC main unit
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g The PC, LCD monitor, and printer delivered may be different from those
shown in the picture above.

\ﬁj For the details of the PC, monitor, and printer, please refer to the instruction
manual attached to each.
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1.7.2 Analyzer

The units and components of the analyzer are shown in front, top, and rear views.
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1.7.2a Front view

Top cover LWP* pressure gauge LWP line filter

Button panel

Power panel
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L

IR

Cuvette YVash
Solution-7 bottle

Cuvette conditioner
bottle

Reaction bath
oil bottle

Sampling pump
Washing water supply pump

Reagent pump 1

Reagent pump 2

*LWP stands for large water supply pump
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1.7.2b Top view

ISE unit Sample probe unit Reaction Mixer 1
carousel

Mixer 2
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STAT port y ] , Reagent
probe unit 1

Sample tray

Reagent probe unit 2 Reagent tray 2 Reagent tray 1

3¢ Sample probe
¢ (SPP) unit
Q0

Reaction
carousel

(\Dﬁ%‘%
Reagent probe
(RPP2) unit 2

N
e A
& - @' Reagent probe

(RPP1) unit 1

0 . B0 955
B e KN S
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1.7.2¢c Rear view
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Redbi: *. '_
A E=h r

o
o
Il
i
T

Water

mLLL

supply and

drainage lines

. | =
g 8 oa

100V 754

0
<
D
<,
()
s
Q
>
o
=
)
>
=
(O}
Q
~—
C
-
(¢}
(]
(@)
e,
99)
=
(@)
(@]
—_—
o
=
@]

|

Main po,wer switch (for whole instrument)
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1.8 Functions of the Units and
Components of the Analyzer
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1.8.1 Units and components on the front side

The only unit on the front side required for routine analysis is the power panel.

1.8.1a Power panel

1) READY light

PC

ool _‘:—2) START light
S (0.

3) Operate/standby switch
4) ALARM light
-
YW 5) Power light
W<——— @) Refrigerator light
SYSTEM STOP

e—7) SYSTEM STOP button

1) READY light

The READY light is lit when the analyzer is ready to begin analysis.
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2) START light

The Start light is lit when the analyzer is in operation.
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3) Operate/Standby switch

This switch is used for selecting whether the PC will control the ON/OFF status of the
analyzer. Normally the [PC CONTROL] position is selected.
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PC CONTROL: The analyzer is turned on/off automatically with the workstation's

startup and shutdown.
(® ON: The analyzer is turned on.
Yy
C) OFF: The analyzer is turned off. (Even in the OFF status, the refrigerated reagent

compartment is electrically connected.)

4) ALARM light

This light is lit when some error is detected in the analyzer.

5) Power light

This light is lit when the analyzer is turned on.

6) Refrigerator light

When green, this light indicates refrigeration is at normal temperature; a continuous
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yellow light indicates low temperature while a blinking yellow light indicates high

temperature.

7) SYSTEM STOP button

This button is used for an emergency suspension of the analyzer's operation.
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1.8.1b Button panel

STT rotate button 7 . STAT light
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RTT2 rotate button RTT1 rotate button

The [STAT] button displays the status of the STAT sample measurement. You can
rotate the position of the sample or reagent by pushing the [STT] or [RTT] buttons.

" STAT light

Status of the STAT port is indicated by the LED lamp color.

Green: Analysis using the STAT port is available. You may place a new sample in the
STAT port.
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Orange: STAT sample measurement is in operation. You may not remove the sample

placed in the STAT port.

«" RTT1 rotation button

Pressing this button rotates the reagent tray 1 (RTT1). The button is active when the
system is in the READY or Reagent-PAUSE mode.

" RTT2 rotation button

Pressing this button rotates the reagent tray 2 (RTT2). The button is active when the
system is in the READY or Reagent-PAUSE mode.

«" STT rotation button

Pressing this button rotates the sample tray (STT). The button is active when the
system is in the READY, Processing, or PAUSE mode.

If the STT operation has been specified as the “TT Continuous Mode” in the [Setting
System Parameters] window, the STT rotation button is only available in the [READY]

mode.
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1.8.2 Units and components on the top side

The units accessed from the top of the analyzer which are required for routine
measurement are the sample tray (STT) / refrigerated tray (CTT), the reagent tray
(RTT), and the sampling probe (SPP).
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1.8.2a Units for sampling operation

Sample
barcode reader

Sample tray
(STT)

Refrigerated tray
(CTT)
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% Functions

The sampling operation units are used for inserting patient and control samples and

calibrators for measurement.

Samples are moved to the aspiration position by the tray rotation.

IT: Specifications

STT Used for routine samples and multipoint calibrators
Comprises two rows to accommodate a total of 84 samples (42 samples in
each of the inner and outer rows)

Includes a built-in barcode reader for sample identification

CTT Used for calibrators and control samples
Comprises two rows to accommodate a total of 61 samples (34 samples in
the outer row and 27 in the inner row)

Includes a refrigeration control system

& Operation
In the [INITIALIZE] mode (see next section for various system modes)
The tray turns clockwise and stops when the STT position 1 comes to the
aspiration position.
The analyzer performs "initializing operation" at the start of measurement. Next, the
STT rotates clockwise or counter-clockwise so that the next sample moves
more quickly to the aspiration position.

When the sample barcode is used, STT makes a full turn clockwise for
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each barcode reading.
In the STT continuous mode, STT rotates clockwise at the shortest

possible interval for a sample (4.5 seconds).
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1.8.2b  Sample probe (SPP) unit

Sample
probe unit

Sample
probe

Wash port

SPP unit
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Sampling pump

Washing solution pump

Sampling pump (SP)

I Functions

The SPP aspirates a volume of sample from STT and discharges it into a cuvette in the
reaction carousel in accordance with the specified test conditions. The SPP unit has a

built-in liquid level sensor.

% Specifications

Dispensed sample volume: 1 - 25uL (at a 0.1uL increment)
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I Operation

In the [INITIALIZE] mode (see next section for operation modes)
The sample probe (SPP) moves to its highest position, rotates over the
reaction carousel, and stops above the SPP wash port. The pumps are in
stand-by status, which is the same status after the SPP discharged the

sample.

During measurement, after the above initialization operation, the SPP p erforms the

next three steps in the following order.

Sample aspiration Discharge of o
(Sample tray) " | sample in reaction o Probe wash
‘ cuvette

SPP sequence

When the liquid level sensor detects a sample shortage before aspiration, SPP does not

aspirate the sample but goes directly to the wash port.

+ Flow diagram

Sample probe —|

Sampling pump Degassing
device
C Solenoid@
Sample Pure water
container bottle

Washing solution pump

Sampling flow diagram
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1.8.2¢c Reagent tray (RTT)
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Reagent tray 2 Reagent tray 1

RTT

Reagent barcode reader
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Reagent barcode reader

I Functions

Used for setting reagents for the test Reagent 1 is set in the reagent tray 1 (RTT1) and
Reagents 2 and 2e are in the reagent tray 2 (RTT2). Also used for loading sample

diluent, routine detergents, and reagent probe washes.

The reagent trays rotate to the reagent aspiration position in accordance with the test

condition.
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% Specifications

Number of reagent bottles loaded: 45 each
20 mL, 40 mL, or 70 mL bottles can be loaded

One bottle can be used for multiple tests; likewise, multiple bottles can be used for a

single test.
Includes a built-in barcode reader for reagent identification

Includes a refrigeration control system

I Operation

1-36

In the [INITIALIZE] mode, the reagent tray turns clockwise and stops when the first

bottle comes to the aspiration position.

During measurement, the reagent tray (RTT) rotates so that the next reagent quickly to

the aspiration position.

‘JEDL ICABM6010/C-4



1.8.2d Reagent probe (RPP) unit

Reagent probe 2 Reagent probe 1

Reagent probe unit 2 Reagent probe unit 1
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Wash port Wash port

RPP unit

I Functions
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The RPP aspirates a volume of reagent on the RTT and discharges it into the cuvette in
the reaction carousel in accordance with the specified test condition. The RPP unit

includes a liquid level sensor.

% Specifications
Capable of dispensing up to three reagents

Dispensed volume of Reagent 1: 25 - 300 pL (in 0.1ul increments)

Dispensed volume of Reagents 2 and 2e: 5 - 300 pL (in 0.1pl increments)
Dilution of condensed reagent with pure water is available. The reagent is diluted upon
dispensing.

Dispensed volume of diluted reagent 1: 5 - 300 pL (in 0.1pl increments)
The maximum volume that a reaction cuvette can accommodate is 430ul w hich

includes the sample volume.
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I Operation

In the [INITIALIZE] mode, the reagent probe (RPP) moves to its highest position,

rotates over the reaction carousel, and stops above the

| J8ydeyd

RPP wash port. The pumps are in stand-by status,
which is the same status after the RPP discharged the
sample

During measurement, after the above initialization operation, the RPP performs the

next three steps in the following order.

Aspiration of reagent Dispensing reagent in P
- h - robe wash
(from reagent bottle) reaction cuvette —‘

RPP sequence

% Flow diagram
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RPP —

Reagent pump Degasser
olenoid valve
Reagent bottle Pure water
bottle

Washing solution pump

RPP-related flow diagram
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1.8.2e  Reaction carousel (RRV)
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Reaction
carousel

Reaction
cuvette

RRV

I% Functions

Holds reaction cuvettes and provides a temperature controlled environment for the

reaction. Temperature is maintained by a reaction bath which is kept at 37°C.

Each reaction cuvette passes in front of the spectrophotometer by the RRV rotation.
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As the reaction cuvette is suitable for both the reaction and optical measurement, the

absorbance of the reaction solution in the cuvette can be directly measured.

% Specifications
Number of cuvettes: 231 (11 cuvette holders with 21 cuvettes per holder)

Cuvette light path length: 10 mm

T Operation

In the [INITIALIZE} mode, RRV rotates counterclockwise up to two rotations until the
reaction cuvette #1 comes to the reagent 1 dispensing

position.

During measurement, the analyzer does not perform the initialization operation when it
starts measurement.

The carousel rotates as follows:
1.Clockwise rotation for 42 cuvettes.
2.Clockwise rotation for 37 cuvettes.
3.Counterclockwise for 3 cuvettes.

It takes 4.5 seconds to complete all three steps; each
movement of 4.5 seconds is called 1 motion which

corresponds to a rotation of 76 cuvettes.

This rotation pattern supports sample dilution.
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1.8.2f Reaction bath

2 reaction bath,oil level sensors
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Reaction
bath

Reaction bath

% Function

Maintains a constant temperature for the reaction solution in the reaction cuvette.
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I Specifications
Temperature 37°C (Analyzer ambient temperature 18-30°C)
Reaction temperature deviation +0.1°C
An inert oil is used as the reaction bath oil.

Reaction bath oil bottle contains two sensors:
One for triggering replenishment of the reaction bath
oil
One for alerting for the reaction bath oil shortage

Integrated automatic oil replenishing function

Integrated oil shortage alarm function
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& Flow diagram
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A: Sensor for triggering replenishment of the reaction bath
B: Sensor for alarming for reaction bath shortage

Reaction bath

Filter | Circulation Heater
pump
Drain cock
d Oil replenishing pump Drain

@oid valve D
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Reaction bath oil

Bath oil temperature controlling diagram

T Operation

If the oil surface level becomes lower than the sensor A, the oil replenishing pump is
activated for a certain period of time to replenish the reaction bath oil. If the oil

surface level is lower than sensor B level, an “Empty” error occurs.
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1.8.2g Mixing units

Mixer 1 Mixer 2
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Wash port

Mixing units

% Function

The mixing units stir the reaction solution dispensed in the reaction cuvette.

IT: Specifications

Mixing Back-and-forth / rotation mixing the reaction solution
directly with a rod

Strong and weak mixing options are available.
Mixer 1 (MIX1): Stirs Reagent 1 and diluted sample
Mixer 2 (MIX2): Stirs Reagent 2e and 2
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% Operation
In the [INITIALIZE] mode, the mixers move to their wash ports. It a mixer is already 99)
at the wash port position, it is raised, then lowered. %
Finally, both MIX1 and MIX2 are raised from the wash -
ports.
During measurement The analyzer performs "initializing operation" at the

start of measurement. However, they are not raised

from the wash ports. The sequence that follows is as

below:
Mixer wash port o Reaction cuvette
(to wash mixer) ~ | (to mix reaction solution) _‘

Mixer sequence

1.8.2h Reaction cuvette wash unit (WUD)

Reaction cuvette
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I Function

The WUD washes the reaction cuvettes after measurement and drains the wash solution.
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% Specifications

g(:?_ Washing nozzles used are as follows:

=

D

- Nozzle7 Nozzle6 Nozzle5 Nozzle4 Nozzle3 Nozzle2 Nozzle1
1 C3  BIHSG FHiCr  BalbE  DHaCl  BiliA

Wash Nozzle layout
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A for draining reaction solution

B-B; for discharging wash solution

C1-C; for draining wash solution

D for discharging detergent

E for draining detergent

F for discharging Cuvette Conditioner-EX

F for draining Cuvette Conditioner-EX

H,-Hs for aspirating overflow liquid

I for vacuuming remaining liquid from cuvette

The cuvette detergent and JEOL provided “Conditioner-EX” are first diluted with pure
water from the pure water bottle located in the lower front compartment of the analyzer.
(\ﬂj See Section 1.7.2 of this chapter) before dispensed in the cuvette. The dilution rate
is as follows:

Cuvette wash solution 7 x 10

Cuvette Conditioner-EX x 40
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% Operation

In the [INITIALIZE] mode, the wash nozzles are raised to the highest position and

then suspended. When a nozzle is already in the top

| J8ydeyd

position, it is lowered first and then is raised again.

During measurement, the cuvette is washed and dried via ports 1 to 7 as follows:

Step Wash solution Port
1 Pure water 1
2 Cuvette wash solution 7 (10%) 2
3 Tepid pure water 3
4 Cuvette conditioner EX (2.5%) 4
5 Tepid pure water 5
6 - (Draining) 6
7 - (Drying) 7
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1.8.2i Spectrophotometer

Spectrophotometer
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Lamp coolant tank Lamp

Spectrophotometer
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% Function

The spectrophotometer measures the light absorption of the liquid contained in the

reaction cuvette.

I Specifications

Spectrophotometer: Concave diffraction grating, rear spectroscopy system

Spectra available: One or two wavelengths can be used per test
340, 410, 451, 478, 505, 545, 571, 596, 658, 694, 751, 805, 845,
or 884 nm.

Lamp: 12V, 50W halogen lamp with forced cooling system
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1.8.2j Top cover

The top cover remains locked during operation; it must be unlocked to be opened for

routine maintenance services. Steps for unlocking are as follows:
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Iy Steps to unlock the top cover

1. Prepare a ball-point pen or mechanical pencil.
2. The locking device is located as shown below.

Guide Lane
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Pushing hole

3. Push out the pen point and insert the tip in the pushing hole of the lever.
4. Raise the lever toward upper right along the guide lane.

T —

5. Keeping the lever in the raised position, insert your hand under the top
cover to raise it up.
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Keep the pen
~ tip in the
pushing hole

I Steps to close the top cover

1. Lower the top cover slowly until the locking device locks.

2. Make sure that the cover will not come open even when you try to.
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1.9 System mode and operation
buttons

In the [Startup] window of BM6010/C displayed on the workstation screen, click the
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[OK] button in the lower middle of the window to display the following Operation
Panel which will appear in the upper right. The system mode is shown in the upper

right box in the Operation Panel.

2009/03/25 - JBM 6010 Dperation Panel

System(s)

R-PAUSE | PRIIE |mrrracrzs| HOST OFF | READY

S TART ISE-WASH-OH
PAUSE WASH STOP R | BUZZER

SMP LOAD OK |

[ | | [ISE-WASH-ON

I%; Operation buttons

R-PAUSE | PREIIME | INITIALIZE
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START
PAUSE | WASH | STOP

Buttons in the Operation Panel
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CONTENTS

% Analyzer Modes

®) The table below summarizes each mode and the operation button(s) available in the
_%DJ- mode. The [System Stop] button in the lower part of the power panel shown in the
§ section 1.8.1a can be used to immediately stop the operation of the system in any mode.
System Mode Status of the Analyzer Available Button
[WAIT] The analyzer has not been initialized yet. [INITIALIZE]
[INITIALIZE] The analyzer is being initialized.
[READY] The analyzer has finished initialization. Any operation can
be started.
[START] The analyzer is in operation. [PAUSE]
[R-PAUSE]
[STOP]
[PAUSE] The analyzer is in operation but has [START]
temporarily suspended dispensing the [STOP]
sample.

[Smart PAUSE] The analyzer is in operation but has [START]
temporarily suspended dispensing the [STOP]
sample. Opening the sample tray cover
triggers this mode.

[Reagent PAUSE] | The analyzer is in operation but has
temporarily suspended dispensing the
sample. The reagents are already
dispensed.

[PROCESSING] The analyzer is in operation and the [START]
sample has already been dispensed.

[PAUSE SHIFT] The system is shifting to [PAUSE] mode. [START]

[STOP]

[R-PAUSE SHIFT] | The system is shifting to [Reagent [START]
PAUSE] mode. [STOP]

[Proces.SHIFT] The system is shifting to the [START]
[PROCESSING] mode. [PAUSE]

[R-PAUSE]
[END] The analyzer is still in operation but is
ready to stop because all samples have
been processed.
[WASH] Washing is in progress. [STOP]
[PRIME] Priming is in progress. [STOP]

[STAT START] The analyzer is running a STAT [STOP]

(emergency) sample.
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CONTENTS

I Function of each operation button and the system mode

The functions of the SYSTEM STOP (emergency stop) button on the Power Panel and

the six buttons in the left side of Operation Panel are summarized in the table below

together with the system mode after using the button.
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Modes in which

Mode after

Button the button is Function the button is
used used
[SYSTEM All operations are immediately
STOP] All modes stopped. [WAIT]
[WAIT] The units of the analyzer are
[INITIALIZE] [READY] nitialized. [INITIALIZE]
The analyzer starts operation in
accordance with the settings
[READY] configured in the [Start Condition]
window.
The analyzer releases the
temporary pause of sample
[PAUSE] dispensing in accordance with the
settings configured in the [Start
Condition] window.
The analyzer starts sample
dispensing in accordance with the
[START] [PROCESSING] settings configured in the [Start [START]
Condition] window.
The analyzer returns to the system
[PAUSE SHIFT] | mode before the [PAUSE] button
was pressed.
The analyzer returns to the system
[R-PAUSE mode before the [R-PAUSE]
SHIFT]
button was pressed.
The analyzer returns to the system
[Proces.SHIFT] | mode before the [PROCESSING]
button was pressed.
Th I hifts to th
PRIVE) ISTART | ey suspensionorne | [PAUSE
[Proces.SHIFT] porary SUsps SHIFT]
sample dispensing.
The analyzer starts to shift to
[R-PAUSE] [START] tejmpora.ry suspension of sample [R-PAUSE
[Proces.SHIFT] | dispensing, but completes reagent SHIFT]
dispensing.
[START] The analyzer shifts to the system
[PAUSE] mode for sampling completion.
P SHI
[PROCESSING] | [PAUSE SHIFT] [ rOTfTS] S
[R-PAUSE
SHIFT]
[WASH] [READY] The analyzer begins washing. [WASH]
[INITIALIZE] [READY] The analyzer begins priming. [PRIME]
ICABM6010/C-4 dEDL 1-51



1.10 ISE (ion-selective electrode
analyzer) unit

This section describes the ISE unit integrated in the system for sodium (Na), potassium

| J8ydeyd

(K), and chloride (Cl) measurement.

I Components of the ISE unit

Electrodes: ISE dilution bowl
Ref, Na, K, and (nozzles are located
cl inside)
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DPEV BPEV
ISPEV

Degassing

device

o
Wash bottle ‘, o

(WB)
AN

Syringes for buffer and
internal standard solution
(DP, ISP, BP)

Side view of the ISE unit
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& Flow diagram

=] = e

Electrode MIXER

Ref |MNa H DR MG | MO LG
P ISPEV C)
C\l COM

COM

NO jDF’EV ; -'\

Crain Triple pump DF ISP BP IS Buffer

Flow diagram

I5: Measurement

An ISE measurement is selected in the same way as a chemistry measurement.
Ordering measurement of Na, K, or Cl will activate the analyzer to perform only the

test ordered.

Undiluted sample is required for ISE measurements, therefore sampling for an ISE
measurement must always come before that of chemistry measurement. When
selecting an ISE measurement only, the results are displayed in the [RealTime
Monitor] window after the measurement is finished. The results can also be printed

in batch.

I%: Calibration

Calibration should be performed at least once a day.

Calibration is available in two modes: serum and urine. Both modes can utilize
either type of calibrator, the high-density calibrator (H-STD) or the low-density
calibrator (L-STD), for measurement.

When a buffer, electrode, or consumable (except printing paper) is exchanged or
maintenance service is performed, be sure to perform calibration before subsequent
operation.

After measurement, the slope value and dilution factor are displayed int he
[Realtime Monitor] window. These values are also displayed in the [ISE Monitor]
window.

Calibration can be selected from the [ISE Operation] window accessed from

[Maint.] button or from the [Start Conditions] window accessed from [START]

ICABM6010/C-4 JEOL 1-53
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button in the Operation Panel.

When calibration is executed from the [ISE Operation] window, the ISE unit is
independently activated for calibration. When calibration is selected from the [Start
Conditions] window, the analyzer as a whole starts its preparatory movement;
calibration is performed at the same time. The settings for calibration started from the
[Start Conditions] window are defined in the [ISE Parameters Settings], [CTT Set],
[CTT/STT set], [Test Select], and [Sample Select] windows.

The settings for calibration are not linked between those activated from [ISE
Operation] window and those from [Start Conditions] window. Therefore the

parameters, including calibrator position, should be defined separately.

I Reagent

1-54

The reagents used in the ISE unit are as follows:

Buffer
Internal Standard (IS) solution

Standard (Calibrator) Set (Serum, Urine)

. Warning

If the buffer, IS solution, or calibrator comes in contact with skin, wash thoroughly with
soap and water. In case of accidental eye contact, wash the eye with running water and
seek medical assistance. In case of accidental ingestion, seek medical assistance

immediately.

When serum, plasma, or urine is measured in the unit, be sure to use the buffer, IS
solution, and calibrator specified by JEOL. If a reagent or calibrator not specified by
JEOL is used, the measurement result may be incorrect, the analyzer's interior flow
system may become deteriorated, and the life of the electrode may be shortened
significantly.

Preservatives are added to the buffer, IS solution, and calibrator to prevent
deteriorated. However, it is advised to use the liquid reagents as soon as possible
after opening.

The opened buffer and calibrator can be stored in a sealed bottle at the room
temperature.

Improper storage of the buffer and calibrator (eg. left unsealed) may cause
performance degradation which will result in inaccurate measurements even before
the expiration date.

Please make sure that the calibrator does not become concentrated when using a cup

as container. The degradation degree may depend on the cup type, temperature, and

dEDL ICABM6010/C-4



humidity, but generally do not use the calibratort that has been left for over 20
minutes after dispensed in the cup.
e Be sure to set the buffer in the specified position. If loaded in a wrong position, it

can result in incorrect measurements and damage to the analyzer.

| Jeydey
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2.1

Basic Settings

2.1.1

This section describes the settings to be made prior to measurement.

System specification settings

Configure the settings for system operation.

Select [Setup] > [System Specification Settings]. The [System Specification Set]
window is displayed.

srstem spcotcotom st
‘Systenis)

| ] Save I Exit ”
~8yatem Basic configuration ~Rerun Settings | ~Bample Container Specifications-
Auto rerun ~ OFF Type Icontalnerl 'I
TEE Module € H.ALC Avail. (18805-) R Container nams [10m1 Tubs
o1 | 13 888 hi 110 08
sample delivery = N-As + Flaggad tasts and | 3 F}
e Hanual Rerun & e D2 I 13 il h2 14
andler
~ Untested tests 03 4 i h3 10 gm
r Lag goly
L1 tasts Height correction 0 mm
Number of rack 1= - : Z ¥
[_:I LLS.sensitivity © Lew © Hid, © High
3 Serum Indices Measuramsnt |
On-line ~ N.A. 7 Avail.
« Run only when defined test Lig.voluma judge CH.A. & Avail.
Sample barcode CONLA. 5 Avail, iz run
Reagent barcode C H.A. ® Avail. © Run for all samples -Reagent Bottla specifications
ETAT port barcede N F Avail. ~ Not requirsd ||| Ryre [eontaineriz]
:::;:::1 EERELY F N.A. T Avail. Smart DAUSE Container name ]mi
Conc. Waste Bottl FH.A. T Avail,
enc . 8 ETT Cover = HAL Bottle section ama’—SD )
€ nvall, LLS.=mensirivity © Low & Mid. © High
~Auto Reagent PAUSE
Auts Reagsnt PAUSE @ N.A.
© Avail.
Aoy M

If you change settings in the [System Basic Configuration], [Rerun Settings], [Serum
Indices Measurement], [Smart PAUSE], and [Auto Reagent PAUSE] columns in this
window, the new settings will be effective after shutting down the system and
restarting with "New Start" selected in the “Bio Majesty” starting window. The new
settings selected in the other columns will be effective after starting the analyzer from

the [READY] mode.

I Setting items in the [System Basic Configuration] column

ICABM6010/C-4

This item selects whether the system includes the lon
Selective Electrode (ISE) unit. The default value is
“Avail. (ISE09-)”.

[ISE Module]

[Sample delivery] Select "N.A." when you use the sample tray.

Select "RACK Handler" when you use an optional rack
handler.

Select "LAS" when you use an optional laboratory

automation system.

[Number of rack] Indicate the number of samples placed on a rack when

you selected "RACK Handler" for [Sample delivery].

JEOL 2-1
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[On-line]

[Sample barcode]

[Reagent barcode]

[STAT port barcode]

[External sample barcode]

This item selects whether the system is connected to

LIS or not.

Select "Avail." when you use the barcode pasted on the

sample container for sample identification.

Select "Avail" when the barcode label is pasted on the
reagent bottle. When using a reagent barcode, the
barcode reader reads the label on the bottle anywhere
on the RTT, eliminating the need to select the bottle

position on the display of the workstation.

Select "Avail." when you use the barcode pasted on the
sample container placed in the STAT port for sample
identification.

Select "Avail." when you selected “LAS” for above

[Sample delivery] and use the barcode pasted on the

sample container for sample identification.

gBarcode identification serves to confirm the sample arrival at the analyzer.
This is an optional function.

[Conc. Waste Bottle]

This item selects the availability of the optional

concentrated waste bottle.

I Setting items in the [Rerun Settings] column

[Auto rerun]

[OFF]

[ON (from STT)]

[Manual Rerun]

Select whether to use the automatic rerun function or

not.
Select this option if you do not use the automatic rerun
function.

Select this option to use the sample from the sample
tray (STT) for rerun. When you have selected "On
(from STT)", you cannot remove the sample from the

tray until sampling is completed for the rerun.

[Flagged Tests and Untested Tests]

[Untested Tests Only]

[All Tests]

Select this option to run the tests not completed in the
previous run and those that were completed but should
be rerun.

Select this option to run the tests that were not

completed the last time.

Select this option to run all the tests again at rerun.

% Setting items in the [Serum Indices Measurement] column

Select how the serum index is measured.

2-2
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[Run only when defined test is run]

Select this option to perform the serum index

measurement when the tests ordered in the [Order :19)

Entry] window for the sample include the serum index %

measurement. N
[Run for all samples] If the tests ordered in the [Order Entry] window for the

sample do not include the serum index measurement,
select this option. The top-priority test selected as test
#1 in the [Analytical Parameter (Serum)] is
automatically run.

[Not required] Select this option when you do not wish to perform the

serum index measurement.

sbunjag Juswainsesy

5 Setting [Smart PAUSE]

[STT Cover] Opening the sample tray (STT) cover triggers the
[Smart PAUSE] function in which the analyzer enters
[PAUSE] mode; closing the STT cover returns the
analyzer to the [START] mode and resumes operation.

Select "Avail." to use this function.

IF: Setting for [Auto Reagent PAUSE]

[Auto Reagent PAUSE] This function allows the replacement of reagent bottles
during measurement.
With this function, the analyzer pauses automatically
when a reagent shortage is detected during
measurement.
Select "Avail." to use this function.

gAdditionaI settings are required for the "Auto Reagent PAUSE" option.

\ﬂj Refer to “Section 4.12 R-PAUSE” as required.

I Setting the values in the [Sample Container Specifications]
column

The analyzer controls the probe movement and judges the sample volume based on the
sample container type indicated here. The sample probe may be damaged if the values

entered are incorrect.

ICABM6010/C-4 dEDL 2-3




[Type] Select a container number (Container 1 — Container 9).

Enter the following values for the selected container

(@)
= number.
-c% [Container name] Enter a name for the container.
N [D1][D2][D3] Enter the diameter of each dimension as indicated
below (unit: mm).
[h1][h2][h3] Enter the height of each dimension as indicated below
(unit: mm).

Remove the sample tray and measure the height of the

container from the aluminum plate beneath the tray.

o

+—D1 —> [}

N———"
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/\
N
Sample
container
h1
[e— D2 — —I—
| h2
h3
Upper surface of the aluminum
plate under the STT 1 !
[Height Correction] Adjust the aspiration height in 0.1 mm increments when

the rack handler or LAS is used for sample delivery.

[LLS.sensitivity] Select the sensitivity of the liquid level sensor. The

default value is "Med."

[Lig.volume judge] Select whether to judge the liquid level with the liquid
level sensor. "Avail" is the default value. Select "N.A."
for a small quantity sample such as a pediatric sample
whose liquid level might be low and undetectable.
When you select "N.A.", be sure that the container has
sufficient volume of sample so that the measurement

data will be correct.

2-4 JEOL ICABM6010/C-4




I Setting the values in the [Reagent Bottle Specifications] column

The analyzer controls the movement of the reagent bottle and judges the reagent )
volume on the basis of the reagent bottle type selected here. An incorrect setting will %
cause erroneous measurement results. §
. . . N

[Type] Select a container number (Containerl to Container 9).
Enter the following values for the selected container =
[
number. D
g
[Container Name] Enter a name for the container. o
[Bottle Section Area] Enter the capacity of the bottle. Four options are c3|>
S
. ) =L
available: 1)
JmL — 80mm’ e
20mL — 300mm’ 3
[7)

40mL — 470mm>
70mL — 850mm?’

[LLS. sensitivity] Define the sensitivity of the liquid level sensor. "Med."

is the default value.

ICABM6010/C-4 dEDL 2-5




2.1.2 Settings for [System Monitor]

-y
% The [System Monitor] window is used to view the status of analyzer and also to select
— . .
@ some functional options.
N . . . . .
Select [Maint.] > [System Monitor]. The [System Monitor] window is displayed.
<
D System(s)
Q ‘
wn Exit
[
6 System date ~During-operation system set
3 [ IEriday, January 30, 2008 15:22:30 Realtime monitor
) rRoutine analysis (Monitor Display and Reprint)
S [Operating conditions & standard ~ Conc.
- RRYV Bath Temp. OK Conc.wast.tank OK ¢ Conc. (ABS-RB)  Conc. (ABS)
[0} RRY Bath Control OK RTT temp. OK CSTAT analysis
— §
=7 RRV Bath Circ. OK RTT1 loader OK & gtandard © Conc.
) c
Conc. (ABS-RB) " Conc. (AES)
o] RRVEathCirc. Rate 4500 ml/min RTTZ loader OK
(V)] X rDecentralized value display
RRV 0il Level OK RTT cover OK
 Not do ¢ Display when there is mark & Do
0il Bottle Level OK STT cover OK
Water Tank Vol. OK CTT cover OK On-line © Do Mot do
Error judge rate =
Cuv. Wash Vel. oK I2E Pri.Wash on (. provens dea) DO # Hot do
Cuv. Cond. vel. oK -Pre-operation set
Chemistry & Operate ¢ Cancel
ISE & Operate Clcancel
Unuged € Operate @ Cancel
Labo. Auto.
o
8ys./Rack Handler 2 operats Eeach
rClot Detect
Clot Detect * Avail. T N.A.
Clot sensitivity & High © Middle € Low
Ready [ hum 4

I [During-operation system set] column

The options changed in this column are immediately effective even when the analyzer

is operating.

[Realtime monitor] Indicates the display type of the [Realtime monitor]
window.
[Routine analysis] Selects how data is displayed in the [Realtime monitor]

window after completion of sample measurement.

[STAT analysis] Selects how data is displayed in the [Realtime monitor]

window after completion of STAT sample measurement.

[Variance value display] Selects whether to display the variance value on the
[Realtime monitor] which allows continuous

monitoring for abnormalities in the reaction process.
[Not Do] Hides the variance value.

[Display when there is flag]
Displays the variance value only when a flag is posted

(See Section 11.1 for further information about flags).
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[Do]

<Example of display>

Displays the variance value regardless of the flag status.

Test Name Conc.
Fe 98.65
Ca 8.85

flag ABS-RB ABS E1 E2

0.0132 -0.0148  0.0228  -0.0062 ---
0.12670 0.14629 0.00399 0.09974

0.1908 0.3906 srsssssseaas

The second line of each test shows the following values: (in order, left to right) main

wavelength for reagent 1, sub wavelength for the reagent 1, main, sub for the reagent

2e, main and sub for the reagent 2.

In the above example, the main wavelength for reagent 1 is 0.12670, the sub-

wavelength for reagent 1 is 0.14629, the main wavelength for reagent 2 is 0.0039, and

the sub-wavelength for reagent 2 is 0.09974.

[On-line]

Selects whether to activate communication between the
analyzer and a laboratory information system (LIS) if
one is connected. When "Not do" is selected, the
analyzer will be used as a stand-alone device. A
laboratory automation system (LAS) can be used with

the analyzer even when "Not do" is selected.

[Error judge rate (vs. previous data)] This is a function which determines whether an

error has occurred on the basis of the difference
between the present and previous result values. The
options are "Do" and "Not do". When "Do" is selected,
the values entered in the [Error judge rate (vs. previous
data)] are used for the error judgment. Select
[Analytical Parameters (Chemistry)] > [Error judge rate

(vs. previous data)] button to open the window.

% [Pre-operation set] column

Selections made in this column are immediately effective.

[Chemistry]
[ISE]
[Rack Handler/LAS]

I [Clot Detect]

[Clot Detect]

[Clot Sensitivity]

ICABM6010/C-4

Selects whether chemistry tests are performed.
Selects whether ISE tests are performed.

Selects whether to connect to the optional external rack
handler or the LAS.

Selects whether to use the clot detection function.

Selects the sensitivity of the clot sensor.

JEOL 2-7

¢ 18ydeyn

=
oD
Q
(2}
c
=
®
3
()
>
—
%
@
=
=)
(o]
(2}




2.2 Registering New Tests

This section describes the steps to register a new test to the analyzer.

Following steps can be also performed in [Setup] > [New Test Registration] window.

Z Jeydeyn

Sub-windows for the test registration can be opened directly from the [New Test

Registration] window.
2.21 Setting analytical conditions

New parameter settings must be entered for each test.

2.2.1a Basic settings

Select [Setup] > [Analytical Parameters (Chemistry)] to display the window below.

If 1 - 90 is selected for [Analy.cond.no.], some parameters are grayed out and

=
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Q
(7))
c
=
@
3
®
>
—
0
)
=
=)
(o]
(7]

unchangeable as they have been automatically selected. If 91 - 100 is selected, the
[Analytical Parameters (Chemistry)] window is displayed as below and all the

parameters can be changed.

Analytical Parameters (Ghemistry)

System{S}

Save I CTT Set I Print I Clear I?a:mta: CheckJsamplinq position settingl Exit I |

Analy.Cond.no.[l Up (Down| Sub Param. § s FR ™ ncmni
. Sub-analy.conditions
1. (¥cne) "l Standards setting

Analytical conditions Name {None) ) )
v |1.uoun BLK H [539599 STD H |9.59595 Multi-STD set.r.ingl
Rl volume 100.0 Decimal Points 2

BLE L [-9.9399 smp 1 |79.9999 Error judge rate
M-wave.L. 340 nm - {vs.pravious data)

R2e wolume

B2 volume S-wave.L. ke =
L 2 Calculation method setting
Xtra vo.
Analy.mthd EPA =
TG PR T X M-DET.P.1l o S-DET.P.p |0 Reac.type Dec. -/
e Extra vo
Calc.mthd ABS v | M-DET.P.m |63 8-DET.P.r |0 * Reaction rate method

R2 Extra vol

Q‘“;:‘;{‘!e Not do -] M-DET.D.n |0 SReie 2
Factor 3.0

qualit.judgment set | Shsek Rl

Limit valus|0.003 E2 corre [wor qa =]

Rl diluent wvol 0.000

R2e diluant wel |0.000

A [ [44°

R2 diluent wol Real-time correct.form

= | variance 10.0 Blank (u) 5.5999

| * prozone Blank (d) W

Sample Vol (U) 3.000 Prozone form. m Sample (u) W

agans 1hmi iadi - Rerun conditicns set | vk aehne Linie W e () W
|

Endpoint method

Bample Val (8) 3,000

Rerun conditions

i

Reagent 2e mix Weak & Flag setting Erozone judge Opper limit =
3 Re.absorb (u) 9.9999%
Reagent 2 mix lWeak :J = Judge limit 9.999
Normal value setting -9.999
Re.absorb(d)
Reaction time 15 min.r M-DET.P.m |0 S-DET.E.p [0

Ab 1 wval tti ¢ IMA setting

== | M-DET.P.n (0 S-DET.P.x |0

a4 Satting
Allowance

Fesdy UM

Analysis test
condition setring (M)

Multiple Dil. Conditions[

& [Analy.cond.no.] field

Enter a number (1 - 100) for the analytical condition you wish to define.

Use the [Up] and [Down] buttons to change the number. Alternatively, select a test

name from the drop-down menu of the field below the [Up] and [Down] buttons.
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& [Analytical conditions] column
[R1 Volume] Enter a value between 25 -300 pL in 0.1 pL increments.

glf the volume of reagent 1 + the volume of diluent for reagent 1 is > 25 L, a
value between 5 and 300uL can be entered for [R1 volume].

¢ 18ydeyn

[R2e volume][R2 volume] Enter a value between 0.5 -300 pL in 0.1 pL increments.

The value "0" means that no reagent is used.

[R1 Extra vol][R2e Extra vol][R2 Extra vol] Enter a value only when you want to
change the supplementary reagent volume that the
reagent probe (RPP) aspirates. Normally, no value is

entered.

[R1 diluent vol][R2e diluent vol][R2 diluent vol] Enter a value between 0.5 and 300

sbunjag Juswainsesy

(uL) in 0.1 pL increments.

gThe total reaction solution volume (sample volume + reagent volume +
reagent diluent volume) should be between 80 and 430 (uL).
B'The total volume of the reagent and reagent diluent should be between 25
and 300 pL.
[Sample vol (S)][Sample vol (U)]  Enter the sample volume to be used for
measurement.
Enter a value between 1 and 25 (uL) in 0.1 pL
increments.
This value will be automatically shown in the [Reaction
sample volume] of serum and urine in the [Analysis test
condition setting (M)] window.
[Reagent 1 mix][Reagent 2e mix] [Reagent 2 mix] Select "Weak" or "Strong" to define
the force of the mixer that stirs the respective reagent.
[Reaction Time] Select "3 min.", "4 min.", "5 min.", "10 min.", "15

min.", "21 min." or "31 min."

ICABM6010/C-4 dEDL 2-9




" [Analysis Test condition setting (M)] button

®) Click this button to display the window below.
-y
Q)
° x
—
('_l‘)‘ Sample type [SelnsgaNetaiy]
N

Diluticn specification HNot do -
Z Dilutien corrsction HNet do i
8 Liguid weolume correction [Hot do -
(@]
C Eeaction sample volume 3.000
c P
g Dilutien method Ne dilution v
g Undiluted sample volume ID.DDD
—
(7)) Diluent wvolums ID. ooo
D
(== Diluent position ID
8 Diluent wvolume from REP ID.DDD
(7]

OFE | Cancel |
[Sample type] Select a sample type. Options are "Serum", "Urine",

"STAT/Priority", "Control (A-M)", "Control (N-Z)",
"BLK" and "STD".

[Dilution specification]  Options are "Do" and "Not do".

If "Not do" is selected, the analytical condition for
serum or urine is automatically applied to run the
sample selected in the above [Sample type].

If "Do" is selected, you can define a new analytical
condition in this window to run the sample selected in
the above [Sample type]. Define the new condition by
filling the following fields. However, defining a new
analytical condition in this window is not available
when “Serum” or “Urine” is selected for the above
[Sample type].

[Dilution correction], [Liquid volume correction] "Do" or "Not do" can be selected
depending on the selected sample type and dilution
method. The default value is "Do". If "Not do" is
selected, no corrective calculation is applied to the
analysis result based on the dilution factor and reaction
solution volume.

[Reaction sample volume] Enter 1 - 25 (pL) in 0.1 increments for the sample
volume used in analysis.

The values entered here will be automatically displayed
in the [Sample Vol (S/U)] field in the [Analytical

Parameters (Chemistry)] window.
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[Dilution method] Select either "No dilution" or "With Dilution".
"With Dilution" is a setting to dilute a sample in a
reaction cuvette. Following fields also need to be filled

when “With Dilution” is selected; [Undiluted sample

¢ 18ydeyn

volume], [Diluent volume], [Diluent position], and

[Diluent volume from RPP].

[Undiluted sample volume] Enter a value between 1 and 25 (uL) in 0.1 increments
for the volume of undiluted sample before being

dispensed in the cuvette.
[Diluent volume] Enter a value between 25 and 200 (uL) in 0.1
increments for the volume of diluent dispensed in the

cuvette for sample dilution.
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|_-JEnter a value between 5 and 200 (pL) in 0.1 increments if the diluent is to be
diluted.
However, the total volume of the diluent volume plus the diluent (pure
water) volume from RPP should be between 25 and 200 (uL).

B’The total of [Undiluted sample volume] + [Diluent volume] - ([Reaction

sample volume] + 3uL) should be > 35uL.

[Diluent position] Enter the position number on the reaction tray 1
(RTT1) in which the diluent is placed. Enter "0" when
the pure water is dispensed from the RPP directly
through the RPP line as diluent.

Two or more diluent bottles can be placed on RTTI.
For example, when you have placed the bottles in
positions #43, 44, and 45, enter "43-45".

[Diluent volume from RPP] This field is available only when a value is entered in the
[Diluent position] field. The aspirated diluent is
dispensed with the pure water by the pump.

FJ[Diluent volume]+[Diluent volume from RPP]=25 - 200uL

FJ[UndiIuted sample volume]+ [Diluent volume]+[Diluent volume from RPP]-
([Reaction sample volume] + 3uL) should be > 35 L.

ﬁ' See Section 1.4.3 Diluting the Sample for more details on the steps for

sample dilution.

I% [Multiple Dil. Conditions] option

When this option is selected, multiple dilution conditions are applied to the test.
Therefore, when the test is ordered, two or more dilution conditions can be selected in
the [MultiDil.] column in the [Order Entry] window. When "Sub-analy. Conditions"

are selected for a sample, different dilution conditions can be set for each condition.
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When this option is not selected, multiple dilution conditions cannot be applied to the

test. Even if the sub-analysis conditions have been defined for that test, the test is

always run under the same dilution condition.

Deselect this option for a "Ratio" test where a ratio is calculated between the values of

tests with same analytical conditions but with different sub-analysis conditions. In this

case, the dilution condition should be the same for all tests. By deselecting this option,

the same dilution condition is automatically applied for all tests.

I [Sub Param.#] field

The sub-parameter number is the number of measurement values obtained from the

reaction in one cuvette. Click the [UP] or [DOWN] button to choose from one, two, or

three results per reaction.

& [Sub-analy.conditions] column

[Name]
[Digits]
[M-wave.L.], [S-wave.L.]

[Analy. mthd]

[Calc.mthd]

[Qualit.judge]

2-12

Enter a name in up to 6 alphanumeric characters.
Enter 0 - 4 to define the number of decimal places.

Select a wavelength from 14 options: "340nm",
"410nm", "451nm", "478nm", "505nm", "545nm",
"571nm", "596nm" "658nm", "694nm", "751nm",
"805nm", "845nm", and "884nm".  Select " FHF**" if
you do not wish to select a sub-wavelength.

Select an analysis method from the options: "EPA (end
point assay)", "RRA (reaction rate assay)","2PA (2-
point assay)", “CRA (constant rate assay)”, and “IMA
(immunoassay)".

Select a calculation method for calibration: "ABS
(absolute)", "STD (standard)", and "MSTD (multi-
standard).

Options are "Do" and "Not do". When "Do" is selected,
click the [Qualit. judgment set] button to enter the

values necessary to perform the qualitative judgment.
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+ [Qualitative Judgment Set] button

Click this button to display the window below.

Z Jeydeyn

_ [p-o000 |- [p.eonn | = o.oona |- fo.ooo0 |

sbumeg juswainses|y

[Smp.type] Select "Serum/Urine", "Serum" or "Urine".

[Qual.judg.type] Select "Qualitative" or "Critical".

g When “Critical” is selected, upper and lower limit values are used for
defining a target range. Measurement values between limit values are
displayed as a numerical value; measurement values above and below the
limits are displayed as less than or greater than the limit, i.e. "<0.3" will be
displayed for all the values below 0.3. Enter a very large value for the
upper limit value if you do not wish to judge the upper limit.

[Ranges] Enter the value ranges for qualitative and critical

judgment.

For qualitative judgment  Define the threshold value for displaying flags such as

"_" and "_'_".
For critical judgment Only the left-most and right-most values are valid.
[Disp. Characters] Enter a mark or character to indicate the value is within

the limits defined in the [Ranges] field. In critical
judgment, only the left-most and right-most marks or

characters are valid.
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+ [Real-Time Correction Formula] button

Click this button to display the window below.

Use this window to enter the correction formula for serum and urine samples.

The correction formula is applied to all the measurement values then the results are

displayed.

[Formula]

[Factors a-d]

[Verify formula] button

Enter the correction formula for serum and urine
respectively.

Use the following symbols in entering the formula (e.g.
"x*10/a"b".)

X: raw measurement data (concentration)

a, b, ¢, d: factors (defined in the "Factors" fields)
* /[, +,-: four arithmetic operations

1~9, “. (a period)” : Fixed value

R( ) :root

L( ): log

“( ): power

(, ): parentheses

Factors used in the formula

Click this button to display the [Realtime correction]

window below.

2-14

Enter a tentative value in the [Test Data] field and click
[Execute] to display the result value in the [Results]
field. From the value displayed, the validity of the

dEDL ICABM6010/C-4



formula can be judged. Click [Save] to save the factors

entered in this window.

+" [Rerun conditions] button

¢ 18ydeyn

Click this button to display the [Rerun conditions] window below.

Four rerun conditions from [Dilute 1 (D1)] to [Dilute 4 (D4)] can be defined as "Rerun

conditions" in this window

fample type |Serum _*I

Dilute 1 (D1) Dilute 2 (D2) Dilute 3 (D3) Dilute 4 (D4)

Reaction sample volume 3.000 |3. ooo 3.000 |3. ooo

Dilution method INo dilution j IA dilution j INo dilutien ﬂ INo dilution ﬂ

Undiluted semple volume  [0.000 |_3.mnn o.000

Diluent volume :cc.mm- ' |__97.uu q.'@-nﬂ- '

0
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Diluent position o

0. oo '

‘Diluent wolume from REE

oK | Cancel |

\ﬂj See “Section [Analysis Test Condition Setting (M)]” in “Section 2.2.1a:
Basic Settings” in this chapter.

g Conditions for [Dilute 2] and [Dilute 3] in the [Rerun conditions] window are
automatically set to the conditions entered for [Dilute 1], but they can be
edited.

" [Rerun Conditions Set] button

Click this button to display the [Rerun Conditions Set] window below.

T ]
~Rerun conditions astting - i
Varianea(*) W] e | o2 | o3 | o4 | caceyavecio) M | o | b2 | sa | b |
Abzorbance (U) | ma | m | s | m | udoment sssiszanceid) uo | m | e | ma | o |
Absorbanss (D) M | o | m2 | o3 | o8 | wuleiple nommal detait) | o | w2 | ma | me |
Absorbance limie{u) M| ma | p2 | e | b4 | med davars u | s | w2 | ma | m |
Absorbanes limis(d) M | oa | 2 | o3 | b4 | Abrorsel velustHi: 1 m | o | o2 | w3 | ot |
Cuvntte BLank (W) M | pr | bz | B3 | pa | Abnoemad valuscw 2 W | m | ez | e3 | b |
Hermal val.limit(h) w | o1 | s2 | o3 | o8 | abnorms veiustip: 2 W | oo | b2 | w3 | os |
Hommal val.lmit(l) | s | me | o3 | ms | abnomed valusgm: 4 o | o | w2 | ma | m |
Crertlon (/) M | o2 | 2 | 635 | ps | abmormal veluem: & w | o | b2 | o3 | oa |
Peozens (B} M| e | p2 | p3 | 4 | abeermsl velusizi: 1 W | o | ez | w | om |
&t tect, nbr. o preatn) # | o1 | ez | 03 | o4 | abnormal valuetui: 2 W | o | ez | 03 | bt |
R = w | o1 | sz | o3 | o8 | abneemsl valuscio: 3 W | on | ez | w3 | ba |
A ety M | ex | sz | ez | ps | abnormsd valusqu): s M | o | b2 | w3 | ba |
s Eunl et | s | w2 | s | ms | abnermal valustu): 8 | o | e | wa | om |
“.u:::i“ﬂ ereoe(w) X | I I uts | L I o | check the ‘Multiple Dilutlon Conditions” check hox when

B2 mAin i L e
e antin) M | | 2 | 03 | s | =electing more than 1 dilucion condition.
El Ei W | ot | w2 | 83 | o4 |

waveform sEeor(x)

Select whether to rerun the tests for the items listed in this window. When selecting a
rerun, one condition can be chosen from the conditions [M], [D1], D2], [D3], and [D4].
The rerun conditions [M], [D1], [D2], [D3], and [D4] are defined as follows:
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[M] The conditions as defined in the [Analysis test

condition setting (M)] window.

[D1], [D2], [D3], [D4] The conditions defined respectively in the [Rerun
conditions] window for [Dilute 1], [Dilute 2], [Dilute 3],
and [Dilute 4]. .

To perform a ratio calculation between the results of a test with three different sub-

Z Jeydeyn

analytical parameters (sub-parameter #1, 2, or 3), a same dilution condition must be set
for the three sub-parameters in [Rerun Conditions Set] window. If different dilution
conditions are set for the three sub-parameters, the result of a ratio calculation may be

an abnormal value.
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«" [Flag Setting] button

Click this button to display the [Flag Setting] window below.

=
Cuvette Blank N |Yes j Judgment assistance J I‘fes j
Absorbance limit {Upper) u [ves | [carryover o fres -
lAbsorbance limit (Lower) d IYes | |pafety 5 IYes -
Prozone P IYes j Sample =zhortage = I‘fes j
lAb=crbance (Upper) U [ves | [reagent shortage r [res -
Absorbance (Lower) D IYeE j Diluent shortage t I‘fea j
Effect.nbr.o.pnts n IYes j Clot error A IYes j

ariance = fres -] Mix error M fres -]
Calib. Error = IYes j Liquid level sensor error ©Q IYes j
bverflow 4 fves | [erash G [res -]
IAbnormal value (Upper) H | [res - |Temperature error E o fres -]
|Abnormal value (Lower) L IYes j |Callb. mismatch = IYes j

ormal value (Upper) b [res -| Multiple normal data £ [res -]

ormal value (Lower) 1 IYes j Borderline data q IYes j
Rl main waveform error v [res =] Mo normal data a  [ves -
R1 sub. waveform error v |Yes j Bad data = I‘fes j
RZe main waveform error W [ves | [rerun R [ves -
R2e sub. waveform error W |Yes j

RZ2 main waveform error X IYes j

RZ sub. waveform error x| [ves -l

OK | Cancel |

Select "Yes" to post a flag with the abnormal result of the relevant item, or "No" to not

to post a flag, when displaying or printing the result.
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" [Normal value setting] button

Click this button to display the [Normal Value Set] window below.
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[Infant/Adult Range] Enter the age limit respectively for [Male], [Female],
and [Unknown]. The patient is regarded as adult if

his/her age is the same or older than the entered age.

[Serum h], [Serum I] Enter the upper limit of the normal serum value in the
[Serum h] fields and the lower limit in the [Serum I]

fields.

«" [Abnormal value setting] button

Click this button to display the [Abnormal value setting] window below.

.

15 [-99959.0 ms [599959.0

[Sample type] Select "Serum" or "Urine".
[Report data select] column

[Abnormal value (L) or (H)] Enter the values beyond which a measurement is

considered outside the normal range (abnormal).
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[Borderline data rate] If all the measurement values are abnormal and the

value with low dilution is judged "H" and that with
high dilution "L", a “difference rate” is calculated. The

“difference rate” is defined as the difference between

Z Jeydeyn

the two values divided by the value obtained with the
higher dilution. If this difference rate is lower than the
value set here, the above two values are judged to be
borderline measurements. "Data (X)" indicates the
measurement value with the dilution condition "X".
"x1" indicates the difference between the "Data(M)"
and "Data(D1)", "x2" indicates the difference between

"Data(D1)" and "Data(D2)", etc.
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[Data selection for Data Comment] Flag "f", "q" or "a" is posted for the selected item
of the following.

[f: Plural normal data] When two or more normal values are obtained, select
which value to report: [Low dilute data] or [High dilute
data].

[q:Borderline data] When no normal value is obtained, yet both "L" and
"H" values exist and borderline data exist, select which
value to report, [Low dilute data] or [High dilute data].

g In the [Abnormal value] fields, enter the values that satisfy the following
conditions.
L1<H1, L2<H2, L3<HS3, L4<H4, L5<H5

[a: No normal data] When no normal value is obtained, select which value

to report: the [Lowest dilute data] or the [Highest dilute

data] for all the measured values.

‘{*_,*’1 See Section 6.1.3e and Section 11.2 for details.

IF: [Standard setting] column

Select the standard to be used in the [Standard setting] column located in the upper
right section of the [Analytical Parameters (Chemistry)] window. The parameters are
as follows:

[FV] Define the concentration of the calibrator when "STD
(standard)" calculation method is selected, or the factor
value when "ABS (absolute)" calculation method is
selected.

[BLK H], [BLK L], [STD H], [STD L]

Define the ranges of absorbance for the blank and the

standard calibration.
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" [Multi-STD Setting] button

Click this button to display the [Multi-Standards Set] window below.

¢ 18ydeyn

[Multi-Standards setting
Formula ]ﬁpline correction j IBLANR:passes j Axis conv. |HNo convert. ¥| PBoints 5 |
Reac.smp. Dilutien Dil.smp  Diluent  Diluent  Diluent o x
P i i Method N e e i e
BLE Iﬂ.ﬂDDﬂE{ la.nnu [wo ditution 7] In.und ID.DDD Iu |m.-uuu- In.zmmmn Im.mnnnu
1 |D.znnu ]Zs.nn [ dilution 7] In.nnn 1 f““'m IB |n.nun | In.ammmn Im.znnnu o)
2 |D.EDDD IZE.DD [wo dilution 7] In.nnn, I_G.‘D_ﬁn' In Ig.}nnng In.snnnn _In.qnnnn (é
)
£ il.nnnn ]zs.nn [we dilution 7] In.u\ju’ Iu.i'um IE ln.?imnf In.;mmmn IEI.EEIEIEIEI 3
4 ]z.uuuu 125.00 | [wo ditution 7] ]U.Ugm | |a-;qqq Iq lu .0oo Il.EUUDU Il.auuuu =)
5 15.0000 125.00 [wo dilution 7| |n.crnq‘. |n;nia_n |D_ |n.;nnn; Il.ennnn Il.SDDDD D
~—
L
- |m.nnnu ]a.nnu [wo ditution 7] ]n.u_uu Iu--.u‘am ID |n:uuD |9.99999 |—9. 9999 8
7 1D.UUUU |3.UUU [wo dilution 7] IU.UUU |d:b-136 |D |é.UUU Is.sssss Ifs. EEEE
& |m.nnnu ]3.nnu [wa dilutionj'|n.nnu [nz_-'nam la |n_.m]n. Ia.assss |—9. 9999
5 |E|.E|E|EIEI Ia.nnn [wo ditution 7] In.unu‘ ID.DDD Ia ||g.'unu' I9.99999 |—9. 9993
OK | Cancel |

Use this window when "MSTD" is selected for [Calc. mthd] in the [Sub-

analy.conditions] column.

You can prepare a series of calibrators with several concentrations automatically by
diluting a calibrator using various dilution factors. This series of diluted calibrator is

then used to generate the calibration curve for multi-point calibration.
Use this window to define the dilution condition for each point of the calibration curve.

[Formula] Select an approximation formula to generate the
calibration curve. Select either [BLANK: passes] or
[BLANK: not pass.] when defining the formula.
Selecting [BLANK: not pass.], you can enter a value in
the [FV] field for BLK.

[Axis. conv.] Select an axis conversion method to use in generating

the calibration curve after measurement.

[Points] Define the number of data points used to generate the

calibration curve (up to ten points are possible

including the blank).
[FV] Define the concentration of each calibrator.
[Reaction sample volume] Enter a value between 1 and 25 (uL) in 0.1 increments

for the sample volume used in calibration.

To set conditions for [Dilution method], [Undiluted sample volume], [Diluent volume],

[Diluent position], and [Diluent volume from RPP]:
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\*ﬂj See [Analysis Test Condition Setting (M)] in “Section 2.2.1a: Basic Settings”
in this chapter.

[STD-H], [STD-L] Define the upper and lower allowance limits of

absorbance measured.

FJ When the volume and dilution condition of the calibrator is different from
those for serum measurement, the "FV" value should be edited.
\vﬂj' See “Section 2.3.2 Multi-standard” as required.

[Error judge rate (vs. previous data)] button

Click this button to display the [Error judge rate (vs. previous data)] window below.

Error judee ratelvs previous datal

BLE 10.000  gTD 10.000

W
il

10.000 | METD-5 10. 000

:

mgTp-1  [10.000 mgep-6 [0.0000

;

10.000  MSTD-7 0.0000

METD-2

EE
EE

MeTpD-3  |10.000 mgep-g  [0.0000

10.000  M8TD-9 0.0000

‘METD-4

i

B

0K | cancel

Enter the allowance in this window to judge if the difference in absorbance between

the current and previous measurements is within the allowable range.

The difference rate is calculated using the following formula:

previous calibration value - current calibration Value|

T x100(%)
previous calibration value

If this rate is higher than the allowance range, the value is judged as abnormal and flag
"z" is posted to the result. The new calibration result will not be used and the previous
calibration result is maintained.
FJ The "Error judge rate (vs.previous data)" function is not available unless
"Do" is selected for [Error judge rate (vs.previous data)] in the [System
Monitor] window.

[BLK], [STD], [MSTDO0-9] Enter the allowance rate (%) for each field.

I [Calculation method setting] column

2-20

The parameters in the [Calculation method setting] column are different depending on

the analytical method.
\vﬂj' See “Chapter 6 Data Processing” for details.
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2.2.1b Settings for measuring urine samples

5 Serum and urine

When selecting tests to perform on a sample, specify the sample type "serum" or

¢ 18ydeyn

"urine". The tests are performed on the sample according to the analytical conditions
specified for each type. See the "[ Analytical test condition setting (M)] window section

below for instructions for defining the sample type.

You can enter different values depending on the serum or urine sample type for the
following analytical parameters; the [Sample Vol.] fields in the [Analytical conditions]
column and for the [Analysis test condition setting (M)] and [Rerun conditions]
windows. Common parameters include reagents, mixer force, detected wavelength,

calculation-related settings, and calibration-related settings.
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Parameters concerning the measurement results can also be defined by sample type in
the [Qualitative Setting], [Real-time Correction Formula], [Normal value setting] and
[Abnormal value settings] windows which are accessed by using the respective buttons

in the [Analytical Parameters (Chemistry)] window.

(The basic settings for the serum sample were described in Section 2.2.1a; therefore,
the settings for the urine are described here.)
I Setting the analytical conditions

Select [Setup] > [Analytical Parameters (Chemistry)]. The [ Analytical Parameter
(Chemistry)] window is displayed.

Analytical Parameters (Chamistry)

SystemiS)

Save ‘ CTT Set ‘ Print ‘ Clear Parameter Check Exit I |

Analy.Cond.no.[l Up {Down| Sub Param. # fp f o nmmi
. Sub-analy.conditions
[ 1. (Hone) j' Standards setting

BAnalytical conditions Name (None) } )
Fv [1.0000 BLK H [3.99995 g1 i [3.9939%  Multi-sTD setting

Rl volume [1 00.0 Decimal Points [z_

Sampling position setting

BLE L [-3.3933 grp 1, |79.9595 Error judge rate
R2e wvolume 0.000 M-wave.L. 340 nm - {ve.pravious data)
R2 wvolume [0,000 A T m I
Caleulation method setting
R1 Extra vol ﬂ Analy.mthd [epa -
Rea R T r— M-DET.P.1 |0 5-DET.P.p [0 Reac.type Dec. -
& Extra vo
calc.mthd AES v  M-DET.P.m ]? S-DET.P.r ’“7 * Reaction rate method
R2 Extra vol .
Q“%:;' Not do  +| |M-DET.P.n |0 Cycle [
Rl diluent wol 0.000 Sl =y ]D_ Factor F—'Zi.D
Rze diluent vol [0.000 Qusl it JAdgnent st I B9 corte [Fot do ]
Limit value]D.DOS
e e - Real-time correct.form. | variance J']‘_'a"'i'— Blank (u) 5.9599
Sample Val (8) 3.000 —
| Rerun conditions SRR Blank (d) [Fo-90e
Sample Vol (U) [3.000 prozone form. |None E| sampls (u) [5.9993
e f W b ([ i 1 [p-99s sample(d) [sees
Reagent 2e mix |Weak v Flag setting l Prozone judge |Opper limit s« ¥ Endpeint method
Re.absorb(u) 9.9999
Reagent 2 mix  [Weak | - Judge limit 9.999
Normal walue setting | Re.absorb(d) |-2.99%
Reac il m M-DET.P.m |0 S-DET.E.p |0

- Abi 1 wali tei + IMA setting
Analysis test Semn e | M-DET.P.n [0 S-DET.B.x [0

condition setting (M) a Setting
e — Allowance

Multiple Dil: Conditions [

Fassdy NUW
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" [Analytical conditions] column

[Sample Vol (U)] Enter the urine sample volume to be dispensed into the
reaction carousel (RVV) cuvette. Enter a value between

1 and 25 pL in 0.1pL increments.

Z Jeydeyn

" [Analysis test condition setting (M)] window

Click the [Analysis test condition setting (M)] button located in the lower left of the
[Analytical Parameters (Chemistry] window to display the [ Analysis test condition
setting (M)] window. Select "Urine" for the [Sample type] field on top of the page.
Set the other parameters in the same way as described in “Section 2.2.1a: Basic

Settings.”
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" [Rerun conditions] window
Click [Rerun conditions] button in the [Sub-analy.conditions] column to display the
[Rerun conditions] window.
Select "Urine" for the [Sample type] field.

Set the other parameters in the same way as described in “Section 2.2.1a: Basic

Settings.”

I Defining the data processing and flag conditions

Click the [Qualit. judgment set], [Real-time correct.form.], [Normal value setting], and
[Abnormal value setting] buttons respectively to display the corresponding window.

Define the parameters separately for serum and urine sample type in these windows.

Set the other parameters as described in “Section 2.2.1a: Basic Settings.”

I% Defining the ratio parameters
Select [Setup] > [Ratio Parameters]. The [Ratio Parameters] window is displayed.

See Section 2.3.4 for details.

I% Defining QC samples
Select [QC] > [QC Sample Definition]. The [QC Sample Definition] window is
displayed.
Select "Urine" for the [samp. type] field in the [Control Sample Definition] column.

This defines the control sample to be run using the analytical conditions for urine and

used exclusively for urine measurement.

2.22 JEOL ICABMB010/C-4




2.2.1c Settings for measuring HbA1c

The following settings are required for measuring HbAlc.

¢ 18ydeyn

I& [Sampling Position Setting] window

Select [Setup] > [Analytical Parameters (Chemistry)]. The [Analytical Parameter
(Chemistry)] window is displayed. Click the [Sampling Position Setting] button to
display the [Sampling Position Setting] window.

Select the sample aspiration position. You can define the position by both test and

sample category such as patient sample, control sample, calibrators, etc.

Click the arrow in each field to select either "Top" or "Bottom" from the drop-down
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menu.
[Top] The sample probe (SPP) aspirates the sample from the liquid surface.

[Bottom] SPP aspirates the sample near the bottom of the sample container.

x|

No. Mamei Name2 Numed | Pacienc/STAT/Ped. [Contral(A-W/N-7) Caltbeator | Hulri-Seandnrd |
11 2 [T - [oitep =] mukformep =] Bik [oirep o] smeafoitop o] smafoiter ] smafoitey
ICETIE | fortee =] Is‘m Jocrep  =flsafo:rep | sunsfuiter x| smeforter k] smafoiver x|

| sronforrer ¥ srvsfoirer 3
U ' Jorter ] Jortes 7] s [orren ﬂ-jlm [o:7ap :j s10a [o: Top :J grpefo:top x| sT03usTop :!.
[ortop ] [ortan =] -rrn [o:ton — =]isthafa:top o] sToS[0:Top o] &T0E[0:Top ] sThE[0:Top o]
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T | Joiter =] s foster <] smoafosimer <[ smsfoitor  <f amefoitor o] smfoites =]

I Zmnm Iﬂ!m
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| srooforrer 7] wrvsfoirer =
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I 'Emsln:Trvp -| stoafoiTap w

Next Page Frev Page | Height =
astring Clear Print Cancel OF

[Sampling Position Setting] window

[No. Namel Name2 Name3] The test # and names defined in the [Process Sequence]

window are displayed.

[Patient/STAT/Pri.] In this column, the sampling positions of the patient,
STAT, and priority samples are selected. The upper
field selects the sampling position of the patient and
STAT samples.

The lower field selects the sampling position of the
priority samples.

[Control (A-M/N-Z)] In this column, the sampling positions of control
samples are selected. The upper field selects the
sampling positions of the control samples A - M.
The lower field selects the sampling positions of the

control samples N - Z.
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[Calibrator] In this column, the sampling positions of calibrators are
selected. The upper field selects the sampling position
Q(:-;') for the reagent blank.
% The lower field defines the sampling position of the
; standards.
[Multi-Standard] In this column, the sampling positions of standards

used for multi-standard measurement are defined. The
sampling position of the reagent blank and calibrators
(STD1 — STDY) are defined respectively.

[Next Page]/[Prev Page] buttons Click [Next Page] to proceed to the next page and
[Prev Page] to go back to the previous page.

[Height Setting] button Click this button to display the window below. This
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window is used to specify the height of the sampling
position from the bottom when "Bottom" is selected.

Enter "1" mm for measuring HbAlc. The default value

is "1".
Top i Sampling from
solution lewel
Bottom:Distance from |1| m[A set value is sampled from the container
container hottom bottom at the position which goes up.]
OK | Cancel

[Sampling Height Setting] window
Buttons in [Sampling Height Setting] window

[OK] button in Click this button to save the current setting values and

close the [Sampling Height Setting] window.

[Cancel] button Click this button to close the window without saving

the entered settings.

Buttons in [Sampling Position Setting] window

[Clear] button Click this button to reset all sampling positions to
"Top"'
[Print] button Click this button to print all the sampling position and

height settings.
[Cancel] button Click this button to quit the [Sample Position Setting]

window without saving the entered settings.

[OK] button Click this button to save the current settings and close

the [Sampling Position Setting] window.
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2.2.1d Settings for ion selective electrode (ISE) measurement

Select [Setup] > [ISE Parameter Settings] to display the [ISE Parameter Settings] )
window. Use this window to set parameters for the data acquisition and processing of =
L=
ISE measurements. @
N
iscrmmeersiioss
Systemi)
I Save l £TT Seu | Print | Clear | Exic | ‘ Z
~Ansly.cond.no. 124 : Na 5 By . Rl L ser D
~Analysis I walue se | %
Test name Fn Abnormal v. H (secum) Fw.o Slope upper limit h 63,0 C
R, EC IR [; Abmormal v. L (serum) |100.0 slope lower limic 1 |45-9 8
* Calibration
Fenl-rime urm:.l Abnormal v. M (urine] (100.0 [E s Iﬁ 3
Serum(H) C- =
Rezun cond. I Abnormal v, L jucinel l\n.n sty [F P lﬁ c:D
Flog Frinc aulwl Mormal value set =
Becum/Urine [Sroum - m
Sy e SEo K Sucking : * Selective check D
ditien wvalug set - ]—- —
Test name £ Abnormal ¥. Il (serim) |10.0 Slope upper limit h |63.0 b 15:.0 g‘-
6.
pecteal Fonta[i Mpnormal v. L (serus) [1.0 Sicpe lovar 1imie 4 [15.0 # uppes Lunie | o]
* Prime/Electrode Uash m
Real-time corcect. Mmorwal v, # (ucine) |300.0
ferun eond. Abnormal v. L (urine) F.u FROEE |““ j
VASHL lnr.n prime :J
Fiog Princ suulnyl Normal value oot ! - [eien e unsn =l
Analy.cond.ne. 126 1 C1 Secing asH: |mone |
- Analysis condition | Erandard value oet - 7 AR [2_
Test name C1 || Abnormal v. M (serim) [zm.n Slope upper limit h [63.0
Becimal Poinca [5 Monoemal v. L (serwm) (500 Slope lower limic 1 [15.0 beseryens posivien - [i5
Peal-time corcect. Abnormal v. B (urine) !100.0
Rerun cond, Minormal v. L {ueine) !1'..0
Fing Princ Seccing Normal wvaluec act
Rnody L

[ISE Parameter Settings] window

I Data processing settings for Na, K, and Cl measurements

This window is used to enter settings for processing measurement values for Na, K,

and Cl respectively.

Setting items are the test name, number of decimal places, real-time data correction
formula, display of flags for abnormal values, rerun, range of abnormal values, range

of normal values, concentration of calibrators (H-STD/L-STD), limit value of the slope,

and the upper limit value of selectivity check.

" [Analy.cond. no.] column

In each [Analy.cond.no.] field, the number corresponding to Na, K, and Cl is

automatically displayed.
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" [Analysis condition] column

—Analysizs condition

Teat name INa

Decimal Points Fr

Feal-time correct.

Ferun cond.

Flag Print 2etting

The following table gives an explanation of the analytical condition parameters.

Parameter

Explanation

Test name

Enter up to 6 one-byte characters (alphanumerical) or 3
two-byte characters (Japanese, Chinese, etc.)
However, the test name will be automatically entered as
Na, K, or Cl when the CV check, interval check,
calibration, or selectivity check is performed.

Digits

Enter 0 - 2 to define the number of decimal places used
when displaying the measurement data.

However, the number of decimal places is always "1" for
Na and ClI, and "2" for K when displaying/printing the
values from the CV check, Interval check, and
Selectivity check.

Real-time correct.

Click this button to select a formula for correcting the

measured concentration.

Enter a separate formula for serum and urine. See

“Section 2.2.1a: Basic Settings” for details.

e The formulas are not applied to the values from CV
check, interval check, and selectivity check because
they are values for maintenance.

Rerun cond., Flag Print
Setting

Select "To be rerun" or "No rerun" for each rerun
condition. When "To be rerun" is selected, an automatic
rerun is performed for a patient sample with flagged
data. Flags for rerun can be defined for each test.

«" [Standard value set] column

The following table summarizes the parameters in the [Standard value set] column in

the [ISE Parameters Setting] window.

—Standard wvalue

Ibnormal w. H

dbnormal w. L

ibnormal v. H

Abnormal w. L

Normal wvalue set |

=1=

(serum]IZDU-D Slope upper limit h|53'EI
(serum]llDU-D Slope lower limit quS'D
[urine) I‘lDU.D

{urine) |10.0

2-26
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Parameter

Explanation

Abnormal v. (serum)

The threshold of abnormal values for serum
measurement. The upper limit is indicated with "H" and
the lower with "L". The default value is the limit
concentration with which the measured potential of each
test and the concentration value keeps the linearity (limit
of linearity).
e If "No flag" is selected for [Limit of abnormal value],
the flag "H" or "L" will not be posted even when the
measurement value is out of the normal range.

Abnormal v. (urine)

The threshold of abnormal values for urine measurement.

The upper limit is indicated with "H" and the lower with

"L". The default value is the limit of linearity value for

each test.

e If "No flag" is selected for [Limit of abnormal value],
the flag "H" or "L" will not be posted even when the
measurement value is out of the range.

[Normal value set]
button

Click this button to display the [Normal Value Set] window

where the age ranges and threshold values are entered

respectively for serum and urine. The upper limit is

indicated with "h" and the lower with "I".

e If "No flag" is selected for [Limit of abnormal value],
the flag "h" or "I" will not be posted even when the
measurement value is out of the range.

Slope upper limit (h),
Slope lower limit (1)

The slope of the calibration curve is out of the range set

by the upper and lower limits, the flag "h" or "I" is posted

as an alert. Analysis can continue in either "h" or "I"

status.

The slope value for Cl will be negative, however, it is

converted to positive value when judging slope validity.

Therefore, enter positive values for Cl in this window as

for Na and K.

The upper limit (h) and lower limit (I) are common with

serum and urine.

The default values are 63 for the upper limit and 45 for

the lower limit, which are common with Na, K, and ClI

e The threshold slope values are 65 for the upper limit
and 38 for the lower limit. They are default values and
automatically entered in [ISE Parameter Settings]
window. When the value reaches these thresholds, it
is posted with "H" or "L" flag and judged to be a slope
error. When this error occurs, the ISE calibration data
for both serum and urine samples are deleted.
Therefore, repeat the calibration and obtain a new
normal calibration values; alternatively, transfer
existing values by selecting [ISE Monitor] > [Data
transf.]

ICABM6010/C-4
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I Measurement settings common to all Na, K, and Cl measurements

Some settings are common for all Na, K, and CI measurements. These settings include

the sampling volume, the number of calibration curve data points, whether to combine

Z Jeydeyn

priming and washing of the ISE unit with those of the chemistry unit, the number of
priming times, positions on the refrigerated sample tray (CTT) of calibrators and the
pure water for washing electrodes.

The table below summarizes the contents of the [Electrolyte Set] column located at the

right side of the [ISE Parameter Settings] window.

—Electrolyte set
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* Calibration
Serum(H) ¢- |12 Urine(H) C- |14

Serum(L) ¢- |11 Urine(L) C- |13

Serum/Urine ISeru.m/UrlnE -

* Selective check

Iz upper limit IlED.D
E upper limit IS.D

Prime/Electrode Wash

#

PRINE InDne =]
WASHL Iwit,h prime j
TLSHZ |w1th e.wash j
UASH3 [none -]
Prime times IZ—
Detergent position C- IE

ltem Description

Calibration The calibration setting is used when the calibration

is started by clicking the [START] button in the
Operation Panel.

CTT positions of The CTT positions of the high concentration
calibrators calibrator (H) and the low concentration calibrator
(L) are defined separately for serum and urine.
Default positions are C-12 for Serum (H), C-11 for
Serum (L), C-14 for Urine (H) and C-13 for Urine
(L).

When you change the CTT position or container
type, click the [CTT Set] button in the top bar to
open the [CTT Setting] window for confirmation.

[Serum/Urine] field Select a calibration mode from "Serum", "Urine",
or "Serum/Urine". The default value is
"Serum/Urine".
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ltem

Description

Selectivity check

e Na upper limit

e Kupper limit

Enter a value to evaluate electrodes when they
are checked with the selectivity check solution. If
the concentration is greater than the set value, the
reading is flagged with "u".

¢ 18ydeyn

Enter the upper limit of normal electrode sensitivity
for Na. The default value is "160".

Enter the upper limit of normal electrode sensitivity
for K. The default value is "6.0".

Prime/Electrode Wash

e PRIME

e WASH1, WASH2,

WASH3

e Prime times

e Detergent position

Enter values when performing the "priming" and
"electrode wash" of the ISE unit in combination
with [PRIME], [WASH1], [WASH2], and [WASH3]
of the Chemistry unit.

When you change the CTT position or container
type of the detergents, click the [CTT Set] button
in the top bar to open the [CTT Setting] window for
confirmation.

Select "with prime" to prime the ISE unit
simultaneously with the chemistry unit. When
"none" is selected, priming of the ISE unit must be
started independently.

Select "with prime" to prime the ISE unit when
one of the WASH is being performed at the
chemistry unit.

Select “with e. wash” to wash the ISE unit when
one of the WASH is being performed at the
chemistry unit.

When "none" is selected, washing and/or priming
of the ISE unit must be started independently.

Enter the number of priming sequences in the
[INITIALIZE], [PRIME], and [WASH] procedures
respectively. The default value is "2". The value
range is 0 - 3.

Enter the CTT position number of the ISE
detergent solution used for electrode washing
during the [WASH] procedure. The default value is
IIC_1 5“'

ICABM6010/C-4
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I Command buttons

(@)
= The table below summarizes the functions of buttons on the top bar in the [ISE
§e) . .
§ Parameters Setting] window.
System(s)
% Save | CTT Set Print Clear Exit |
)
%)
% Item Description
g Save Click this button to save the changes made in the [ISE
= Parameters Setting] window.
% CTT Set Click this button to display the [CTT Setting] window.
%“r. Check that the CTT positions of the calibrators for the
- current test and the ISE detergent solution do not

overlap with those of the calibrators and control
solutions for other tests.

Cup/Tube Type Click the arrow to select the container type to place on
the CTT. The container types and names must be
entered in the [System Specifications Set] window
beforehand. Be sure to select an appropriate container.

Print Click this button to print the settings entered in the [ISE
Parameters Setting] window with the current date.

Be sure to print the window for record of the defined
settings in case of power outage or system failure.

Clear Click this button to reset the values in the [ISE
Parameter Setting] window to default.

Exit Click this button to close the [ISE Parameter Setting]
window.
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2.2.2 [System Test List] window
Select [Setup] > [System Test List] to display the [System Test List] window. Select

the reagent bottle positions for each test in this window.

Z Jeydeyn
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I Items in the window

The system test list is organized by the [System test #] on the basis of which the
corresponding [Anal.cond. #] and reagent tray (RTT) position number of each reagent
are defined. Use the [Anal.cond. #] that has already been selected in the [Analytical
Parameters] window.

When you use the barcode of the reagent bottle, enter a 5-digit code (manufacturer
code for the first 3 digits and test code for the last 2 digits) in the field to the right of
the [R1], [R2e], or [R2] button.
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I Select the test order

Click the [Analysis Order] button on the top bar to display the window below.

m
-
-
-
-
=
-
-
-
-
]
iE
En
s

Select the order of tests that use the reagent specified by the [System Test #].
However, when two or more tests are performed on one sample, the following priority

rules dictate the order of the tests:
Priority 1: Test that requires long reaction time

Priority 2: Contamination avoidance
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2.2.3

[Process Sequence] window

Select [Setup] > [Process Sequence] to display the [Process Sequence] window. Select

the order of tests by [Cond. No.] for data processing.

Eysan)
Save I Clsar | Print I Exit | |
I : e A = Processing test order .Pziiiu l!on.i.h.or' o:dor.-.
i — 4‘"' T I No. Test name Ho. # Test name
i ™ | i I! 11_ fre 1 TP 1 1 TP up
2-1 ks <epfoen| | z aue z 2z AL
3 i iz |z jT [re 3 T-BiL 3 3 T-BiL Do
i-1 D-BiL zop|oen| | 3 o-piz 4 4 D-BiL
5-1 Lo |_3 |_3 1,_ Iv—Hi L - 5 1D 5 5 1o
61 Gor — — <-98| L | 6 Go? 6 & GOT
';:: ﬁ:: r F Iq II‘ D-RiL — 7 GPT 7 7 GPT
= <-n|. DEL | 8 CRE -] 8 CRE
-1 ALE = E It T - 9 aLp $ 9 AL
10-1 LAR <soleEn| | 10 zap 10 10 LAP
};_: P [ e I [eor T 11 Gere 1111 core
: <=1 | [ 2 cx 1 12 cK
ﬁ:} ﬁ\':“ﬂ [ g {1_ [e= = | 13 cr-we 13 13 cK-um
s e - <98 ns_:.' 14 AMY 14 14 AMY
Aot T o e il B CRE = = | 15 1-cHo 18 15 ?-CHO
Aed 1o _ - <-u| DEL | 16 HDL-C 16 16 HOL-C
> | a ] 1 P 17 TG 17 17T 15
1e-1 TIT —- '(-u| nn.| 18 71T 18 18 TTT
1;-; ;T [10 i uae : 19 ITT 19 19 zTT
201 e - <=sp|oen| | 20 un 20 20 UM
22-1 ca [12 o el <s¢| peL | ;; i ;; :2 o
IR Ca Ca
124 Ha | 12 |12 11_ fex 23 Na 23 23 Ma
125 K sp| oo | 21 & 24 24 R
126 €l [13 =N [ex-us — e 25 25 cl
<-s8| L |
[1a [ T [rar = =
. 4-n| oL |
|15 s [ [r-cao
Next | Prev | Hext page | Frev page |

If: Select the data processing order

ICABM6010/C-4

After the data processing order is selected in the [Process Sequence] window, the tests
are displayed in the processing order in the [Test Table] in the [Order Entry] window
(accessed from the [Request] button). The [Process Sequence #] is used as a test code

in the laboratory information system (LIS).

g The test code used when the analyzer is connected to the LIS can also be
defined in the [Online Settings] window.

The "Cond. no" are listed in the left column for the tests with the measurement order
defined in the [System Test List] window. Enter the "Cond. nos." of the tests you want
to define under the [Cond. no.] column to the right of the [Seq. no.] column. After
entering the [Cond. no.], the test name is automatically displayed in the [Test name]

column. This "Test name" in the [Process Sequence] window can be edited if desired.

B' After the "Test name" is changed, the new name is displayed. However,
note that the test name defined in the [Analytical Parameters (Chemistry)]
window does not change.

JEOL 2-33
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T Insert or delete a test

Click the [<-SP] button where you want to insert a test. Note that a field will be added
and the “Seq. nos.” below the inserted test will adjust automatically.

Click the [DEL] button to delete a test. Note that a field will be deleted and the “Seq.
nos.” below the deleted test will adjust automatically.

In order to delete a test without changing the “Seq. nos.”, use the [Clear] button on the
top bar to display the [Clear] window in which the specified test entry can be deleted.
Enter the Seq. no. of the test you want to delete in the [Clear no.] field and then click
[OK]. The fields of the deleted test in [Process Sequence] window will be blank and
the “Seq. nos.” of the tests below the deleted one do not change.

Test insertions and deletions are immediately reflected in the [Processing Test Order]

and [Print Monitor Order] columns.

I Selecting the display order of the tests on the monitor

2-34

Select and highlight a test in the [Print Monitor Order] column and click the [Up]

button to move the test upward or the [Down] button to move it downward.
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224 [Reagent Container Set] window o
=y
This window is used to define the container type placed in each position on the reagent %
L=
tray (RTT). @
N
Select [Reagent] > [Reagent Container Settings] to display [Reagent Container Set]

window. =
()
Q
(7]
c
=
(¢
Fos: Test Hame Barcod Container Cancel Lot# f‘:‘“ I:;eown Comment Reagent barcode read status CBD
1 [ [:20m1 = [ BRG] There 1= no barcode. 3
2z [ [e120m = I [ e Tnere 13 no bareode. wn
3 | [:a0m =l | Rz There L2 nc barcode. cHD_
=
1 [ [+:0m = | =] [ l__ﬂ” There 1s no barcode. ':
5 | [++20m e [ (R ] There 1= no barcode. 8

] [ [eraom A | =] Tnere 12 nn bareode.

3 | [2r20m == | [ o]l There i3 no barcode.

= [ [+:a0m = =] [ r__ﬂ” There is no barcode.

3 [ [+ 20m SIEN [ i'-ﬂ[ There 1= no barcode.

10 [ [+r2om | | | There 12 no barcode.

n | [r0m e | EE ) Tnere 1s ne baresge.

12 [ [2:0m E= =] I [~ el There is no barcode.

13 [ [+ a0m ] [ i_ﬂ[ There L= no barcode.

14 [ [+:aoms =] fer] | | There 1s no barcode.

15 | [+r20m == | ) Tnere 1s ne baresge.

Resdy ___hum

Select a container type in the [Container] column. Comments can be entered in the

[Comment] column for each RTT position.

If "Avail." is selected for [Reagent barcode] in the [System Specification Settings]
window (accessed from the [Setup] button), the analyzer reads the reagent barcode and
the relevant data are displayed in the [Barcode], [Lot#], [Exp.Date (expiration date)]

columns respectively.

I Entering the reagent expiration date and recording the reagent
opening date

The [Reagent Container Set] window is also used for entering the expiration date and
recording the opening date of the reagents without a barcode or that have an 8-digit
barcode. Enter the expiration date in the field under the [Exp.Date] header and then

click the button under the [Open] header to record the reagent was opened.

An 18-digit barcode on the reagent allows automatic entry of the lot number and
expiration date when the analyzer reads the barcode. The analyzer assumes that the
reagent bottle is opened when it reads the barcode. For reagent bottles with 18-digit

barcode, just click the [Barcode Scan] button in [Reagent Test Monitor] window.
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225 [Calibration Setup] window

Select [Calib.] > [Calibration Setup] to display the [Calibration Setup] window in order

to enter the positions of the calibrators.
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% Defining [BLK posi.], [STD posi.], and [Coeff (FV)] values

Enter the position (1-61) on the refrigerated sample tray (CTT) of the blank sample and

the calibrator in the [BLK posi.] and [STD posi.] respectively for each test.

The field under the [FV] header automatically displays the value defined in the

[Analytical Parameters (Chemistry)] window. You can edit the value here if desired;

the edited value is reflected in the corresponding value in the [Analytical Parameters

(Chemistry)] window.

I [CTT Setting] window

Click the [CTT Set] button on the top bar to display the window below.

Following are the items to be defined in this window.

2:JCUP/10m1T - ﬂ [cariblater &

4 |z:acup/10m1T ﬂ TTT:&TT I

- FlF=
1] 2:JCUP/10mlT ﬂ IGPT

O e N
frormaoer o P

1:10ml Tube

- [1:10m1 Tuke

[Cup/Tube Type]

2-36 JEOL

Select the container type for the calibrator.
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[Reps] Indicate the number of measurement replicates for the
calibrator. For example, if "5" is entered, the
measurement is repeated 5 times. The final calibration

value is obtained by averaging 3 measurement values

¢ 18ydeyn

excluding the highest and lowest values. If "2" is
entered, the mean value of the two measurements will
be the final result.

[Comment] Enter a description of the calibrator. The description
will carry forward to other relevant windows to assist
in identifying the calibrator. This is a required field; a

comment must be entered.

sbunjag Juswainsesy

I& [Multi-Standard Setup] window

See Section 2.3.2 for setting up multi-standard measurement.
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2.2.6 [QC Sample Definition] window

9

>

% Select [QC] > [QC Sample Definition] to display the [QC Sample Definition] window
=k

@ below.

N

<

()

8 1.TF 2.ALE 3. T-BiL A.D-Bil 1 TP
C 510 8.G0T 7.G07 B.ALP i ;‘.’:“_
a GiLAP 10.66TP 11.CK 12.CE-B 3 B
3 15 amy 14.T-cH0 ' 16.76 1 Gt
) ' ' S ur
=4 z Fey 0o
m rE—ry 12 CK-uB
o] w moem
(=3 3 oo
=) T

Q

m 1 : Serum

1 : 10ml Tube

I Settings for control samples

Up to 26 control samples (A-Z) can be utilized for quality control (QC).

@D Enter the following items for each control sample.

e [CTT Posi.no.]: position on the refrigerated tray.

e [Comment 1]: relevant comment for identifying control samples
e [Dil.Factor]: dilution factor

e [Samp.Type]: sample type

e [Container]: type of container

e [Replicates]: number of measurement times

e [Test table]: tests selected to run

@ Entering the position on the CTT
Click the [CTT Set] button on the top bar to display the [CTT Setting] window.

Enter the values in the same way as described in the “Defining CTT settings” sub-

section of “Section 2.2.5 [Calibration Setup] window.”

Click the [Auto Control (TOTAL TEST)] or [Auto Control (TEST)] button in the [QC

Sample Definition] window to display the window below.
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Enter the number of replicates in the field in the [# of Tests] column for each control
sample. Click the [Reset] button to clear the value in the [Remain times] column for
that row. Click the [All reset] button in the bottom of the window to clear all the values
in the [Remain times] column. The number in the [Remain times] column is reset
when the analyzer starts in the "New start" mode; they are not reset in the "Re-start"

mode.

To select tests for which the control measurement is automatically performed, select
[QC] > [Test Select], then select "3. Auto control samp. meas." in the [Test select]
column and select the appropriate tests in the [Test table]. The control measurement is

automatically performed for the selected tests only.

{') The method by which the number of automatic control sample
measurement replicates is calculated and the tests on which the control
measurement is performed depend on the [System Parameters] setting. For
details, see “Section 5.4.2. Automatic control measurement” in “Chapter 5
Optional Functions.”
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2.2.7 [CtrlI/Cal Sample Setup] window

This window is used to indicate the container type and number of replicates for

calibrators and control samples.

Select [Setup] > [Ctrl/Cal Sample Setup] to display the window below:

Save | Peint | Clear | Exit | ‘
Foaicion  (aage Hean.vimen Container Type Commenr Coneenta
C-01 Calibrator for [ [reiom Tue =] [ [FP. LB, a0, 1-B3L, LD, GOT, GPT, ALF, LAF, GGTE, CX, CK-WE, ARY, T-CHO, UDL-C, T\
€-02 Calibeator Lot [ [seacupsace. = Jereamiaee & [P, ALp, T=paL, D=L, T-CHO, WDL-C, TG, UN. Ca,
£-03 Calibrator for EJ_ [3:Jc|m;m|.. =l ]-rrr,z-rr Fn,m,m,mr,a:ﬂ.muw,cl,
£-04 Calibrator for [J_ [::.\cm“.;... :] 1(.'10: [LLI’,
€-05 Calibeator for i [pracursaay ENED fer=va,
©-06 Calibrater for Es_ [-h-mlﬂ‘flﬂl'- :J ]‘CN‘: I‘."T- AT,
€-07 Cnlibeatar for [3_ |-¥!-TC|"‘J"MI'- :j lm I‘“-
€-08 Calibrater for [i [sracur/aap. =] [ear ere,
©-0% Mot aetring [l 110ml Tube :] ]GGTP |
€-10 Mot aerring [.I 110ml Tube = ] . |
©-11 Calibrator far TSE [te1omi Tune = 113! Serum/L [15E calin. (secumriy,
©-12 Calibraver dor ISE [1+20m1 Tuse =] [rEF meve TSE Calib. (Seru=/H) ,
£-13 Calibrater for ISE [1:20m Tupe = ]vs: e inmi L [13% catin. orines),
=14 Calibrator for I5E [1: 201 Tupe | ]tsz Urine/H [18E Ealin, (Uxinesa,
C-15 Detergent for ISE [1:10ms Tane N [r5% Deeergent,
Hext | Peev ‘ Hext page ‘ Peew poage
— | S '

@ sSelect a tray.
Select "CTT", "STT-98", or "STT-99" in the field at the upper left corner.

"CTT" is used for calibrator, special diluents, detergents, and control samples.
"STT-98" and "STT-99" are used for standards with multiple data points.

@ When "CTT" is selected, define the following parameters.

[Usage] This field is automatically filled with the predefined
value.

[Meas.times] Enter the number of replicates.

[Container type] Select a container type.

[Comment] Enter a comment if desired.

[Contents] This field is automatically filled with the predefined
value.

@ When "STT-98" or "STT-99 is selected, define the following parameters.

[Meas.times] Enter the number of replicates.
[Container type] Select a container type.
[Comment] Enter a comment if desired.
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2.2.8 [Test Select] window

This window is used to define the tests to perform by measurement type. o
>
Any test not selected in this window will not be run, even if an order is placed. %
~
. . @
Select [Request] > [Test Select] to display the window below. =
N
<
D
)
1T »
1.8 2.AL0 2.7-D1L 4.0-p1L 5,10 2 AL (e
3 T-RiL -
GLAST F<ALT 0.CRE H.ALE 10.LAR & b-bib 0]
_ 5 b 3
11.G6TP 12.CE 13 .CE-HE 14, ANY 15.LIF g ﬁ: o}
16.T-CHO 17.H0L-C 18,76 18.7TT 20.3TT ‘,’ i:f. >
- WL I
23,1 22.CRE 23,0k 24.Ca 25.1F 11 GeTP (@)
12 CK
26.Fe 27.0TBC 28.CRP 28.61u 30.uALE 13 Ch-AN )
. : oAy =T
31076 32.Lipe. 33, Hema. 34, Tene. 35.Hn i 5
16K = . IR oo o
' e e s T »
a0 ZTT
21 W
2z CRE
23 U
4 Ca
25 IP
26 Fe
27 DIBC
I8 CRP
29 Glu
0 ukLp
RS Vi3
Iz Lape

2
@D select a measurement category in the [Test select] column.
The measurement types are classified into ten categories in the [Test select] column.
[Routine/Interrp./STAT samp.meas.] Select when patient samples are measured.
[Ordinary control samp.meas.] Select when ordinary control samples are
measured.
[Auto control samp.meas.] Select when control samples are
automatically measured.
[Auto control meas. after calib.] Select when control samples are measured
after automatic calibration.
[Ordinary calibration meas. (BLK)] Select when ordinary blank calibrators are
measured.
[Ordinary calibration meas. (STD)] Select when ordinary calibrators are
measured.
[Auto calibration meas. (BLK)] Select when ordinary blank calibrators are
automatically measured.
[Auto calibration meas. (STD)] Select when ordinary calibrators are
automatically measured.
[Special calibration meas. (BLK)] Select when an alternative blank calibrator

is measured. This option is useful if you

ICABM6010/C-4 JEOL 2-41
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change the tests for calibration depending on
the day of the week.

[Special calibration meas. (STD)] Select when an alternative calibrator is
measured. This option is useful if you
change the tests for calibration depending on

the day of the week.
@ Select the tests desired in each measurement category.
Click the button with the test name on the [Test table] to select it.
The selected test button will appear depressed and the test name will be displayed in
the [Test list] column on the right.
If a test is not selected in the [Test Select] window, any order to execute the test will

be disregarded by the analyzer.
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2.2.9

[Sample Select] window

This window is used to select calibrators and control samples on which measurement is

performed.
The samples not selected in this window are not measured even if an order is placed.

Select [Calib.] > [Sample Select] to display the window below.

it

cTT b Save | Print 1 Clear | Exit ||
©- 1 BLANEK =22 C—=43
C- 2 CAriblater A c-23 C—d4
£='3 TTI.ITT c=24 =iy
Cc- 4 CRE £-25 (e

| o- 5 BT [ | == o
C- 6 CRE CoAT, co4B
E== ALR =28 m=df
c- B LAP {al2h) =511
c- 0 eanp =4l ok
] (=cpt TP
C-11 I8E Serum/L Cee =53
C-12 I8E Serum/H £=33 L=54
c=13 I8E Urine/L C=34 =55
©=14 TI8E Urine/H (el =56
=L it oS
£=16 =0 C=50
L) =% T
C=il c=3¥ C=G0
= L) ai ] Fim it
E{= T e
C-21 Control A (ofmcbed

Resdr o

@ Sselect a tray.
Select "CTT", "STT-98", or "STT-99" in the drop-down box at the upper left corner of
the window.
® Select the samples to measure
Click the appropriate buttons to select the desired sample positions on each tray.
The selected buttons will appear depressed.

If a sample is not selected in the [Sample Select] window, any test ordered for the

sample will be ignored.
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| ESeoRvENTS I
2.3 Other Settings

This section describes optional and advanced settings.

2.3.1 Rerun

Z Jeydeyn

IF: What is a rerun?

Measurement values are sometimes displayed with one or more flags.

Flags are posted under the following circumstances:

® When an abnormality is detected while processing the measurement data
When the measurement data are out of the limit of linearity for the test
When the measurement data are out of the normal range.

When the reaction time course is abnormal
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When the reagent was short during measurement

An automatic rerun can be selected in advance based on flagged data. The rerun
conditions such as sample dilution or changed sample volume in measurement can also

be selected in advance.

See Appendix 3 for further details on flags.

I Selecting the type of rerun

When the system orders a rerun for the flagged value, you can choose whether to rerun
the sample immediately or start the rerun later manually.

Select [Setup] > [System Specification Settings] to display the window below. Select
automatic or manual rerun in the [Rerun Settings] column located in the upper section

of the middle column of the window.

Exit ”
System Basic configurst:iuni(l%erun Eetting'si\sample Container Specifications
Auto rerun  OFF Fvpe Containerl ¥
& NLA. O il. - & ON (from BTT .
LT | NoA huatliesns ¢ £Z%) Container name [10ml Tubse
o1 | 138 nt | 110/
sample delivery & N.A. Flagged tests and 1z T
g i
Manual Rerun & - 2989¢ 5078 2 | e h2 | o
 RACK Handler
" un;ested tests 03 | 4o B3 | 10 pm
€ LAS enly
321 tests Height correction 0 mm
Number of rack o e s :
l_“l \ _) LLs.sensitivity € Low & Mid. ¢ High
On-line CN.A. & Avail. . . :
= Run only when defined test Lig.volume judge CN.A. © Avail.
Sample barcode © N.A. & Avail. is run
Reagent barcods CN.A. & Avail. " Run for all samples Reagent Bottle Specifications
STAT port barcode CN.A. @ Avail. © tot raquired type [containeris]
External sample . o
barcode : ERuAE et Smart PAUSE | Container name [nl
Conc. Waste Bottle G N A C Avail, g :
8TT Cover FN.A. Bottle section area 80 2
invell, LLS.zensitivity ( Low @ Mid.  High
Auto Reagent PAUSE
Auto Reagent PBAUSE & N.A.
© Avail.
Ready 7 s #
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" [Auto rerun]

[OFF] The rerun is not performed immediately but the rerun

order is retained. You can perform a rerun of the

¢ 18ydeyn

ordered test later manually.

[ON (from STT)] The rerun is performed immediately when a rerun is
ordered. When you select this option, you cannot
remove the sample from the sample tray (STT) until the

sampling is completed for rerun.

" [Manual Rerun]

Three options are available: [Flagged tests and untested tests], [Untested tests only],
and [All tests].
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When you have selected "ON (from STT)" for [Auto rerun], you have to select [All

tests].

[Flagged tests and untested tests] Only the flagged test and the tests that were
not completed in the initial run are to be
performed on the same sample when a rerun
is ordered.

[Untested tests only] Only the tests that were not completed in the initial run
are to be performed on the same sample when a rerun is
ordered.

[All tests] All tests are to be performed on the same sample when

a rerun is ordered.

I% Setting the analytical conditions for rerun
Select [Setup] > [Analytical Parameters (Chemistry)] to display the window below.

)
save | crrsec | brinc | cClear |Paramster check|saspling position secting| emic |
Analy.Cond.ng.[1 op [cowe| su param. o 1= [ omw !ﬂl
Sub-analy.conditicns

1. inane) v| Rrandards sstting

Analytical condition Bamm [twane) —
Syfiea = F O T BUK i [2.5%59%  gyp @ [F.99955  Maltl-8TD sstting
W wolume [io0.0 Decimal Points [ S e
l_ DL L [3.95%% gyoon [5.9535 Errer judge save
Kin voluse {0000 Hewave L. [140 nm o _iva.provious daza)
A2 volums (0 M. L. [
sl . r - = caleulazion method metting
tea vo 5
e, r R gy £ H-pET.P.L [0 E-DET.F.p |7 Baac. Eype
4 Extza vol . e M-
—— Calo.mthd ABS I w-oer.em [0 -oET.r.e [0 * mesction rate sethod
W Extra vel [
| | i fHer o <] wemer.en [0 i
M diluent val  [0.000 Judge
e asiE r Chaek 0.0, [0 Lol
nie diluent vol [0.000 MR st £ coree
o —— Limit valus(0.001
A2 diluent wol  |0.000 Foal-time correct.fom. | T — mlankéa}
Sampls Vel (8) [1.000 4
amp: LLE Eain: pondiELens | ¥rozone slankidi
Sample Vol (V) [1.000 Prosane form. [Wone - sanple 2}
Nerun conditions sst F v ~
Reagen: 1 mim  [Weak o] e | Prosone limit [0.999 Bample (d) [-o.902
Meagent Ie mix  [Eeak o Flag serting | Prozone judge [Uppes Limits e
— = — — - B RN ERTTT)
maagent I mix v Judge limit 9.99% R e
(:" & tiormal valus sstting : Be.absach(d)  |-9.99%
Mesction time | [15 minz] ———————— | wmer.r=[0 s-oerpfo
o=y * 1mA sacring
Analysis tess Aeesrsal value mesting | w-oer.bn [0 okt o
conditicn secting ixy .  Ssrving
PRl e o _Allowanes
Maltiple Dil. Cpnditicns
e e

Define the "Rerun conditions" and "Rerun conditions set" as follows;
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" [Rerun conditions] window

Click the [Rerun conditions] button to display the window below.

Reanalysis conditions

Sample type [Serum b

Reaction sample volume
Dilution method
Undiluted sample volume
Diluent volume

Diluent position

Diluent volume from RPP

x|
Dilute 1 (D1) Dilute 2 (D2) Dilute 3 (D3) Dilute 4 (D4)
1.000 |z-oo0 2. 000 2.000
|No dilution j IA dilution j IA dilution j |A dilution :I
ID.DUD |1n.nn |5.nnn 1.000
|u.uu|:| |9n.nu [9.50:1 99.00
[o |43 {43 [o
|u.nun [0. 000 [8s. 50 0.000
OK | Cancel |

Define the sample volume and dilution conditions for the rerun.

[Sample type]
[Dilute 1] - [Dilute 4]

[Reaction sample volume]

[Dilution method]

[Undiluted sample volume]

[Diluent volume]

2-46

Select "Serum" or "Urine" as the sample type.

Four different dilution conditions ([Dilute 1] to [Dilute
4]) can be defined.

Depending on the user interface, it may be displayed as
[D1] - [D4] instead of [Dilute 1] - [Dilute 4].

Enter the sample volume to be dispensed in the reaction
carousel (RVV) cuvette. Enter a value between 1 and
25 puL in 0.1pL increments.

When "No dilution" is selected for [Dilution method],
the specified volume of undiluted sample is dispensed
directly from the sample on the sample tray (STT).
When "A dilution" is selected, the specified volume of
diluted sample is dispensed from the diluted sample in

the reaction cuvette on the reaction carousel (RVV).

Define whether to dilute the sample.

When "No dilution" is selected, the undiluted sample is
dispensed directly from the sample on the STT into the

cuvette on the RVV.

When "A dilution" is selected, the sample is diluted and
then dispensed into the cuvette on the RVV.

Enter volume of a sample before dilution between 1 and
25uL in 0.1 increments. The specified volume of the

sample is dispensed into the reaction cuvette.

Enter a value between 25 and 200 (pL) in 0.1

increments.

dEDL ICABM6010/C-4



[Diluent position]

[Diluent volume from RPP]

Enter the position number of the diluent to be placed on
the reaction tray 1 (RTT1). Values can range from 0 to
50.

When "0" is entered, no diluent is placed on the RTT1;
pure water from reagent probe 1 (RPP1) is dispensed
into the cuvette according to the value entered for
[Diluent volume].

When a number from 1 to 50 is entered, the diluent
must be placed in the specified position on the RTT1.
The RPP1 will dispense the diluent into the cuvette

according to the volume entered for [Diluent volume].

Enter the volume of pure water dispensed from the RPP
via the RPP tube. Enter a value between 5 and 200 (uL)
in 0.1 increments. The pure water is used for diluting
the diluent.

First, the RPP1 aspirates the diluent located on the
RVYV at the position specified for [Diluent position].
The amount aspirated is the volume entered for
[Diluent volume]. Then, the aspirated diluent is
dispensed together with pure water supplied from the
RPP1 tube into the cuvette. The volume of pure water
is the amount entered for [Diluent volume from RPP].
This function is practical when a condensed diluent is

used.

The following is a description of the example settings illustrated on the above

screenshot of the window.

g The setting in the above window is an example. During actual operation,
set the optimal values after taking into account of your own sample status

and reagent performance.

[Dilute 1]

[Dilute 2]

ICABM6010/C-4

The sample is not diluted, but a smaller volume of
sample is used for measurement.

The sample volume is 1.0 pL.

This is an example of a rerun with a reduced sample

volume.

The primary sample of 10.0 pL is diluted with 90.0 pL
of diluent dispensed from the RTT1. This results in a
10-fold dilution of the sample to be used for
measurement. The sample volume used for the rerun is
2.0 pL. This is an example of a rerun with diluted

sample.
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[Dilute 3]

[Dilute 4]

9.5uL of the diluent aspirated from the container on the
RTTTI is further diluted with 85.5 pL of pure water
supplied from the RPP1 tube. The resulting 95.0 uL of
diluted diluent is used to dilute 5.0 pL of the primary
sample. This results in a 20-fold dilution of the sample.
The sample volume used for the rerun is 2.0 pL. This is
an example of a rerun with the sample diluted with a

diluent diluted with pure water.

1.0 uL of the primary sample is diluted with 99.0 puL of
pure water supplied from the RPP1 tube. This results in
a 100-fold dilution of the sample. The sample volume

used for the rerun is 2.0 pL. This is an example of rerun

with a pure water-diluted sample.

[Rerun conditions set] window

Click the [Rerun conditions set] button to display the window below.

(Reanalysis conditions setting
Variance(*) g . D3 D4 Carryover (0} M D1 I D2 D3 | D2 |
Absorbance (U) M | D1 | Dz | D3 | D4 | Judgment assistance(d) M D1 | Dz | D3 | D4 |
Absorbance (D) M | D1 | Dz | D3 | D4 Plural normal data(f) M D1 | D2 | D3 | D4 |
Absorbance limitf{u) ™ | Dl I D2 D3 | D4 | Bad data(z) M | Dl | D2 | D3 | D4 |
Absorbance limit(d) M | D1 | Dz | D3 | D4 | Abnormal valus(H): 1 M I Dl D2 | D3 | D4 |
Cell blank(N) M D1 | Dz | D3 | D4 | Abnormal valus(H): 2 M | D1 I D2 D3 | D4 |
Normal wal.limit(h) M I Dl DZ | D3 | D4 | Abnormal wvalue(H): 3 M | Dl | D2 I D2 D4 |
Normal wal.limit(l) ™ | Dl | D2 | D3 I D4 Abnormal valus(H): 4 M | Dl | D2 | D3 I D4
overtlow(/) M | D1 | Dz I D3 D4 | abnormal valus(H): 5 M | D1 | Dz | D3 | D4 |
Prozone (B} M | D1 | Dz | D3 | D4 | Abnormal value(L): 1 M | D1 | D2 | D3 I D4
Effect.nbr.o.pnts(n) M | Dl I D2 D3 | D4 | Abnormal value(I}: 2 M I Dl D2 | D3 | D4 |
Rl main

waveform ercor (V) M | D1 I Dz D3 | D4 | Abnormal value(L): 3 M | Dl I D2 D3 | D4 |
Bl ol M | Dl I Dz D3 | D4 | Abnormal value(L): 4 M | D1 | D2 | o] D2 |

waveform error(v)
FEE medm M | Dl | Dz | D3 | D4 | Abnormal valus(L): 5 M | DL | D2 | D3 | D4 |

waveform error (W)
RZe sub.

M D1 Dz D3 D4

S [
58 m | b1 [ oz oz | na |

waveform error(X)
RZ sub.

revatorn seor () » | o2 o bs | o |

p—

In this window, the rerun conditions can be defined by flags.

The descriptions indicate the type of abnormality with the flag notation in parentheses.

Only one rerun condition can be selected from M, D1, D2, D3, or D4 for each flag.

[M (Main)] means the condition applied in the initial run; [D1] - [D4] stand for [Dilute

1] - [Dilute 4].

If no rerun conditions are selected for a flag, a rerun will not be performed even if the

flag is posted to the result data.

The following is an explanation of the example settings illustrated on the above

screenshot of the window.
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Ig The setting in the above window is an example. During actual operation, set the
optimal values after taking into account your own sample status, reagent performance
and the meaning of the flag.

In the example above, when a test result of the initial run is flagged with an "h"

(normal value limit) only, the [D1] or [Dilute 1] defined in the [Rerun conditions]

¢ 18ydeyn

window is applied for rerun.

g When two or more flags are posted to the result data of a sample and
the rerun conditions of those flags are different, a condition of the flag
with the highest priority is applied in accordance with the hierarchy
below.

e Order of priority of the flags in rerun conditions:
Z7>f>*>U>D>u>d>N>P>H>L>h>1>/>n>v>V>w>W>x>X>0>]

sbunjag Juswainsesy

In the example above, when the flags "h" and "n" are posted to a test result, the

condition [D1] is applied for rerun because "h" has the priority.

When a ratio parameter is calculated between the results obtained from a test with sub-
analysis conditions #1-3, the calculated parameter can be abnormal if the rerun dilution

conditions of the sub-analysis conditions #1-3 are not the same.

ICABM6010/C-4 JEOL 2-49




2.3.2 Multi-Standard

(@)
B
% IF: Features of multi-standard calibration
; The BM6010/C supports tests that require multi-standard calibration. The following
= features are available.
§ e Calibration with up to 10 data points.
% e The following approximation formulas are available to generate a calibration curve:
g linear, quadratic, and cubic corrections, logit-log conversion, spline correction, etc.
= Logarithmic conversion can be applied to the axes as well.
g e The calibration curve can be generated from measurement values alone without
é using blank sample.
e The calibration curve can be prepared with a series of dilutions for use in multi-
point calibration by diluting a calibrator with different dilution factors.
e Simplified calibration is available using a blank sample and a single calibrator.

e The concentration of the sample in both serum and urine can be calculated using the

calibration curve generated above.

I% Setting the analytical parameters

Select [Setup] > [ Analytical Parameters (Chemistry)]. Select "MSTD" for [Calc.mthd]
in the [Sub-analy.conditions] column located slightly to the left in the [Analytical

Parameters (Chemistry)] window.

Analytical Parameters (Ghemistry)

SystemiS)

Save I CTT Set ‘ Print ‘ Clear Parameter Check

Sampling position setting‘ Exit ‘ |

Analy.Cond.no.|1 Up |Down| sSub Param. # 1- ’_1‘ Up |Down|
Sub-analy.conditions
1. {(none) j' Standards setting

Analytical conditions | bisles (None)
i = Fv [1.0000  mrg u [2.99998 srpm [9.99%98@ muiri-sTo serting

Rl volume [1o0-0 Decimal Eoints [z
BLE L [-9.9909 gpp 1 [-9.9998 S —
RZe volume EG.DUB M-wave.L. 340 mm = (vs.pravious data)
R2 wolume [o-000 PR ree—
rCalculation method settin
Rl Extra vol =
s . [— CDET.P.1 |0 S5-DET.B.p |0 Reac.type Dec. -
e EXtra vo
J-DET.P.m |63 S-DET.P.r [0 * Reaction rate method
R2 Extra vol - 1 [3—
e = o o -] |M-DET.P.n |0 AL
Rl diluent wol 0.000 JECIE Chck ]07 Factor [3-0
3 D eck D.P.
R2e diluent vol [0.000 gualit. sudgment wot | - E2 corrs [Fot 4o -
Limit value|0.
RZ2 diluent vol lﬂ,ouu e
Real-time correct.form. | variance j'1—o—o_ Blank (u) [5_5393
Sample Vol (5) 3.000 o R
E Rerun conditions PLOZHD Blank(d) [Fe-ses
Sample Vel (U) F3.000 Prozone form. |None = Sample (u) [5—59‘39
Reagent 1 mix Weak - BErUDLEIRETEans et | Prozone limit 9.999 Sample (d) [79,9‘39
Reagent 2o mix Weak - Flag setting I Prozone judge Opper limit« * Endpoint method
+ Re.absorb (u) F9.9999
Reagent 2 mix [h‘eak _.'J = Judge limit 9.959
Normal value setting | Re.absorb (d) E‘9-999
Reaction time 15 min. > M-DET.P.m |0 S-DET.P.p |0
5 Abnormal wvals i ¢ IMA setting
Analysis test = e | M-DET.B.n |0 s-pET.B.T [0
condition setting (M) Setting
Allowance
Multiple Dil. Conditionsl
Ready HUM
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Then, click the [Multi-STD setting] button in the [Standard setting] column located in
the upper right of the window. The [Multi-Standards Set] window is displayed.

Attention to the values for

Multi-Standards Set reaction sample volume | X
FMulti-gtandards setting /I
Formula [spline correction  f |BLANK:passes 7| axis conv. [HENES Points |5
. Reac.smp. DiJltion Dil. smp Diluent Diluent Dil.vol. .. o ——
— Aiethod volume volume position from REP
BLE ID.UUUDD 25.00 Wo dilution =] IU.UDEI IU.UDEI IEI IU.UDEI Iu.zuuuu IU.UDEIEIU
1 IEI.ZEIEIEI 25.00 o dilution ¥ ID.DDD IEI.EIEIEI IEI IEI.EIEIEI ID.EEIEIEIEI ID.ZEIEIEIEI
B Iu.souu 25.00 No dilution 7| Io.uuu Io.uuu Io Io.uuu Io.suuoo Io.auuou
3 Il.EIEIUD 25.00 o dilution ¥| IU.UDEI IU.UDEI IEI IU.UDEI IU.E’DEIEIEI Iu.auuuu
4 |2.nnnm 25.00 No dilution x| ID.DDD |n.nmn |n |n.nmn Il.GDDDD |1.3mnn
5 Is.uouu 25.00 No dilution 7| Io.uuu Io.uuu Io Io.uuu |1.90000 |1.50000
[ IEI.EIEIEIEI 25.00 o dilution =] ID.DDD IEI.EIEIEI IEI IEI.EIEIEI |9.99999 |—9.9999
7 ID.DDDD 25.00 o dilution =] ID.DDD In.nmn In In.nmn |9.99999 |79.9999
] IU.EIEIUU 25.00 o dilution ¥ IU.UDEI IU.UDEI IEI IU.UDEI |9.99999 |79.9999
] IEI.EIEIEIEI 25.00 o dilution ¥ ID.DDD IEI.EIEIEI IEI IEI.EIEIEI |9.99999 |—9.9999
O | Cancel |

Select the type of approximation formula, the use or omission of a blank solution, the
axis conversion type, the number of data points, the measurement conditions including

concentration and dilution, and the absorbance limit.

Select "BLANK is 0" when a calibration blank is available. The approximation
formula will be generated so that the calibration curve will pass through point "0". In

this case, the Y axis represents "ABS-RB" values.

Select "BLANK-Any Value" when the calibration blank is not available. All the data
points from the calibrators will be used to generate the calibration curve which will

therefore not necessarily pass through point "0". The Y axis represents "ABS" values.

The BM6010/C is capable of preparing a series of calibrator dilutions for multi-point

calibration. This practical function will be described later.

[Formula] Select a type of approximation formula to generate the
calibration curve after measurement.
Also, select "BLANK is 0" when the blank sample is
used or "BLANK: Any value" when it is not used.

[Axis conv.] Select whether to apply logarithmic conversion to the
axis of the calibration curve.
[No convert.]: No conversion is applied to either the X

or the Y axis.

ICABM6010/C-4 JEOL 2-51
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[Log.-linear]: Logarithmic conversion is applied to the

X axis (concentration), but not to the Y axis.

Q(:?' [Log.-Log.]: Logarithmic conversion is applied to both
% the X and the Y axes.
; [Points] Enter the number of data points to be used to generate
the calibration curve.
Up to ten data points including the blank sample can be
selected.
[BLK] or [0] - [9] The number that represents each standard. [BLK] is

displayed when "BLANK is 0" is selected in the drop-
down menu to the right of the [Formula] drop-down

menu; [0] is displayed when "BLANK: Any value" is
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selected.
As many data points as defined in the [Points] field are

measured.

[FV] Enter the corresponding concentration for each data
point in the dilution series.
When the sample is diluted or when the value entered
in this window is different from that entered in the
[Sample Vol (S)] field in the [Analytical Parameters
(Chemistry)] window, calculate the value to enter in
[FV] using the following formula:
[FV]=C * (O/P) * (SV/SVo) * (TVo/TV)

C: Concentration of the calibrator

O:  Serum dilution rate as specificed in the [Analysis
test condition setting (M)] window

P: Dilution rate defined in this window

SVo: Value entered for [Sample Vol (S)] in the [Analytical
Parameters (Chemistry)] window

SV:  Value entered for [Reac.sam.volume] in this window

TVo: Total volume of the reaction sample entered in the
[Analytical Parameters (Chemistry)] window

TV: Total volume of the reaction sample entered in this
window and the [Analytical Parameters (Chemistry)]
window

[Reac. smp. volume] Enter the sample volume to be dispensed into the

reaction carousel (RVV) cuvette. Enter a value between

1 and 25 pL in 0.1pL increments.

When "No dilution" is selected for [Dilution method],

the indicated volume of undiluted sample is dispensed.

When "A dilution" is selected, the indicated volume of
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diluted sample is dispensed from the diluted sample

into the reaction cuvette on the RVV.

g The default value for the [Reac.smp.volume] is 25.0 yL. Be aware that the
appropriate value will depend on the condition.

¢ 18ydeyn

[Dilution Method] Select whether to dilute the sample.
When "No dilution" is selected, the undiluted sample is
dispensed directly by the sample probe (SPP) into the
reaction cuvette on the RVV.
When "A dilution" is selected, the sample is first
diluted and then dispensed into the cuvette on the RVV.

[Dil. smp volume] Enter a value between 1 and 25 (uL) in 0.1 increments

as the volume of undiluted sample.
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The specified volume of the undiluted sample is
dispensed by the SPP into a cuvette that already

contains the diluents.

[Diluent volume] Enter a value between 25 and 200 (pL) in 0.1
increments.
[Diluent position] Enter the position number (1 — 50) on the reaction tray

1 (RTT1) in which the diluent will be placed.

When "0" is entered, no diluent is placed on RTT]1.
Pure water in the reagent probe 1 (RPP1) is dispensed
into the cuvette according to the volume entered for
[Diluent volume].

When a number from "1" to "50" is entered, place the
diluent in the specified position on RTT1. The RPP1
dispenses the diluent into the cuvette according to the

volume entered for [Diluent volume].

[Dil. vol. from RPP] Enter the volume of pure water dispensed from the RPP
via the RPP tube. Enter a value between 5 and 200 pL
in 0.1 increments. The pure water is used for diluting
the diluent.

First, the RPP1 aspirates the diluent located on the
specified RVV position according to the volume
entered for [Diluent volume]. Then, it dispenses the
diluent together with the pure water supplied from the
RPP1 tube according to the volume specified for the
[Diluent volume for diluent] into the cuvette.

This function is practical when a condensed diluent is

used.
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[STD-H] Enter the upper limit for the absorbance. If the
measurement value is greater than this limit, it is
flagged with an "H".

[STD-L] Enter the lower limit for the absorbance. If the
measurement value is less than this limit, it is flagged

with an "L".

Select conditions for measurement of the calibrators

Be sure to enter the same values for [Reac.smp.volume], [Dilution Method], [Dil.smp
volume], [Diluent volume], [Diluent position], and [Dil.vol. from RPP] for calibration
as were entered for sample analysis under sample type "serum" (when using this
calibration data for serum tests) in the [Analysis test condition setting (M)]. In this
way, the analytical conditions (sample dilution, sample volume, etc.) will be the same
for both calibration and serum sample measurement.
g The default value for the [Reac.Smp.Volume] is 25.0 yL. Be sure to enter
the same value that was entered for [Reaction sample volume] in the
[Analysis test condition setting (M)] window.

Enter the concentration value of each calibrator as is in the field in the [FV] column.
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«" Preparation of dilution series for a calibrator

Define values for [Reac.samp.volume], [Dil.smp. volume], [Diluent volume], [Diluent )
postion], and [Dil.col. from RPP] to prepare dilution series of from a calibrator %
. ~—
automatically. @
The window below shows an example of settings used to dilute a high-concentration
calibrator for the preparation of dilution series. In the [FV] column, be sure to enter =
the values obtained with the formula presented in the "FV" section above. 8
wn
C
x 3
(Multi-Standards setting 3
Formula ISpline correction j IELANR:passes j Axis conv. INO convert. Y| Points Iﬁ_ c:D
=
R 5 o Diluti Dil. Dil =} Dil t Dil. Lo

i volume  method volums  volume  position from mpp  “T27H M-k w
BLK ID.DDDD |3.DDD [wo dilution v ID.DDD In.nnn In In.nnn In.znnnn ID.DDDDD @
=
_3
1 ID.ZDDD |3.uuu [ aiturion ¢ IZ.DDD |4E:.00 |0 |0.000 |0.30000 |0.20000 8

2 |0.5000 |3.uuu [s aitution = IS.DDD |45.00 Io |0.000 Io.suouu |0.40000

3 Il.nnnn IS.DDD IA dilution 7| Im.nn I4D.nn In In.nnn ID.QDDDD ID.EIDDDD

4 Iz.uuuu |3.UUU [s ditution - IZ‘U.EIEI |3EI.EIU IEI IEI.EIEIEI Il.suuuu |1.3DUUU

5 Is.oouu |3.uuu |ND dilution 7| ID.DDD ID.DDD Io ID.DDD Il.suouu Il.suoou

I3 |EI.EIEIUU Izs.uu IND dilution | IU.EIEIEI |EI.EIEIU IEI IEI.EIEIEI |9.99999 |—9.9999

7 IEI.EIEIUU |25.UU [0 dilution v IU.EIEIEI IEI.EIEIU IEI IEI.EIEIEI |9.99999 |—9.9999

8 ID.DDDD |25.00\ |ND dilution 7| ID.DDD ID.DDD |0 |0.000 |9.99999 |—9.9999

3 |EI.EIEIUU Izs.uu IND dilution | IU.EIEIEI |EI.EIEIU IEI IEI.EIEIEI |9.99999 |—9.9999

OF | Cancel |
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I Entering the calibrator positions

®) Select [Calib.] > [Calibration Setup]. A [Setting] button is displayed under the [MSTD]

%:3- header for multi-standard tests.

5}

-

N

;";’;e ""'""“"l Clear | Print | CTT Set I STT Set Auto :slib.satl Exit I ‘

Z Proc.test no.Test name MSTD BLK posi. STD posi.Coeff (FV) Proc.test no. Test name MSTD BLE posi. STD posi,.Coeff (EV)

o T T N EE FL F . oo

‘é T z2hs o [z [+.5000 | | 17 mon-c [~ ] [z [ts0. 000

S T aEen EEE L e

= e L o | s o F e

g . s [r [ [z00. 000 | 20 [z17 [ 2 | ERCEET

= T FF e [ s 1 Fow

® T ke L F o [ mm Fl [

=2 [ 8l m [ fonoon | 23 va [ ] [ [raoon

_g'  skz r F  [eoom| | 71 fa [ [ooon

7] 10 ae [r [+ [woo.ooo | 25 e | ] [+ o000
 a1kere [+ = | [so-coo || 26 Fe [ ] [+-o00a
T 2k [+ [3 [zon.o00 | 27 luzec - [1.0000
B ahe o @ Em L i m e
[ iy [ 31 [ts0.000 | "29 [Glu ] [2-0000
I [r 2 | oo o0 | 30 uALB [ ] [r-ooon

Next | Prev | Next page | Prev page |

+ [Multi Standard Setup]

Click the [Setting] button to display the [Multi Standard Setup] window.

Multi Standard Setup x|

|Test Name |CRP

H
H
=
(=]

98 & 99

Posi.Coeff (FV) Posi. Coeff (FV)

STD-0 |1_ [0- 0000 |STD—5 |6_ |5

sTD-1 |2_ 0.2 8TD-6 ID_ ID. 0000
§TD-2 |3_ 0.2 5TD-7 ID_ ID.DDDD
5TD-3 |4_ [2 |STD—8 ID_ ID. 0000
STD- 4 |5_ E sTD-2 W ID. 0000

Eeturn | Cancel |
[TT No.] Select a STT number to set the calibrator.

Multi-standard calibrators should be placed on the
sample tray (STT) instead of the refrigerated sample
tray (CTT). Select either "98" or "99".
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[Posi.] Enter the STT position numbers to set the calibrators.
You can enter a same position number for two or more -
standards when you prepare dilution series from a 4
calibrator. -(%
[Coeff (FV)] Enter the concentration values of the series. N

The meaning is the same as that of [FV] in the [Multi-
Standards Set] window accessed from the [Analytical
Parameters (Chemistry)] window. You can edit the
concentration value here.

[Return] button Click this button to save the values entered in this

window before closing.

[Cancel] button Click this button to close the window without saving
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the changes that have been made.

« [STT Set]

Click the [STT Set] button on the top bar to display the [STT Setting] window.

1
Posi.no.Container Meas. times Comment Test names

98-81 [1:10m1 Tube =l | ‘

98-82 [1:10m1 mube - | ‘

98-83 [1:10m1 Tube =l | ‘

98-84 [1:10m1 Tube - | ‘

59-01 [1:10m2 Tone T [ [cre tmusas. serres, os ke,

95-02 [1:10m1 Tube = |3_ [err1 Lingar. serIne, Los ‘cnp,

93-03 |1:10m1 Tuke = |3— Icapz LINEAR. SPLINE, LOG ‘CRP,

595-04 [1:10m1 Tube = |3_ [erez Lingar. serIne, Los ‘cnp,

55-05 Il:lel Tube =l |3— |cgpq LINEAR. SELINE, LOG ‘cnp,

99-06 [1:10m1 Tubs =l |3_ ICRES LINEAR. SPLINE, LOG ‘cnp,

Hext | Prev | Next page | Prev page | cancel | Return |

[Posi.no.] The number to the left of the dash represents the STT

number and the number to the right of the dash
represents the container position number.
[Container] Select the container type for each position.

[Meas.times] Enter a value between 0 and 5 to signify the number of
replicates for each calibrator.

Enter "0" if the calibrator should not be measured.

[Comment] Enter a description of the calibrator. Be sure to enter a
comment since it will be used to identify the calibrator

in other windows.
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I Simplified calibration

2-58

After the multi-standard calibration is performed, a simplified calibration can be used
using only two solutions: a blank sample and a single calibrator.

The simplified calibration is generated by correcting the Y-intercept and slope of the
multi-standard calibration curve.

Multi-standard calibration is suggested when using a new lot of a reagent and
simplified calibration may be used for daily analysis.

The simplified calibration is performed in the same way as a one-point calibration

using a blank sample and a single calibrator.
@ Select [Calib.] > [Calibration Setup] and enter the [BLK posi.], [STD
posi.], and [Coeff (FV)] for tests that require multi-standard calibration.

Set the blank sample and a calibrator on the refrigerated sample tray (CTT).
Click the [CTT Set] button to specify the positions in the [CTT Setting] window.
@ Perform the ordinary calibration steps using a blank sample and a
single calibrator for the tests that require multi-standard calibration.
Click the [START] button on the Operation Panel to display the [Start Conditions]
window. Select "Analyze" for [one-pnt.smp.] in the [Calib.] column.

After calibration, the corrections are applied to the calibration curve.
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2.3.3 Setting analytical conditions for serum indices
Select [Setup] > [Analytical Parameters (Serum)] to display the [ Analytical Parameters o
. =y
(Serum)] window below. )
12l
Analytical Farameters Cierum) Q
Syrtem)
N
Have I Cloar | Brint | Bxit [ |
Facter Factor Pactar Pactor Factor Factor =
Analy.cond.no 121 .i Test no. Tast name & b - 4 » £ EBroc.test list
. (52 I'l_ mp ||1.u||u|| |[|.n|m|| [||.|||1|||1 ]ll.uunn |||.|1|||1|| II].[III[III 1 T Z
Tast nams I"-lp«- | F 2 ALB D
| 3 T-BiL
Digits F | 2 I'.r_ }39!‘ |n.nr|nn |n.nnnn [n.nnnn |n.nnnn |n.nnnn |n.nnnn 4 n—six. 8
Quali.judg. [oo - M‘.&I; s ;T S
LI o s Ir,_ ;w |n.nrmn |n.nnnn |n.nnnn ]n.nnnn |n.nr|nn |n.nr|nn 7 GPT (o)
ALF
Analy.cond.no 122 ¥ 9 LAP 3
| 20 i 0. anon (0. o000 | 0.0000 (0.0000 |0.0000 (0. a000 10 &GETP
Tast nama Illouo. I g I_ FR' I I l 1 I I 11 cK c:D
| 12 CE-HB —
Digits = == [o.o0o0 [o.oooo [o.0o00 [o.cooo [o.ooco [o.ooon | 13 amy »
| 14 T-CTHO
-Onali.judgal i Qualit.set|| 7 15 HDL-C
i . 'L"ili 6 |_; [o. 0000 [o.0000 [0.0000 [o.0000 [o.0000 [0.0000 15 76 ,(-D..
! 17 rIT =
5 ! i = : 18 ZITT
Andivccond mo 23 A [o.0000 [0.0000 [0.0000 [0.0000 [0.0000 [o.ooo0 | 19 uN -_g
; 20 c
Tost name [Tote. ! : & £RE (7]
L F | wal [o-ooo0 [o.o000 ([o.o000 [o.0000 [o.o000 [o.o000 ;; za
T | s 24 1
Quali. judg. [oo | F’Ml: 9 |_i [o.oooo [o.oooo [o.oooo [o.oo00 [o.oooo [o. o000 25 cE
i . 28 Glu
10 |—i - [o- 0000 |0.ouu|: [u.uuue [n.nana |D,ouou |u.ouan
Fimnby [T o ] &

% Defining chemistry tests for serum index measurement

Define chemistry tests for serum indices measurement with the order of priority. At
this time, define [Factor a] - [Factor f]. These factors are required for processing the

serum index measurement values. Following is the referential information.

«" Reference information: formulas for calculating serum index values

The serum index values are calculated with the formulas below:
Lipemia=a*ABS (A)
Hemolysis=b*{ABS (B)—d*ABS (A)}
Icterus=c*{ABS (C)—e*{ABS (B)—d*ABS (A)} —f*ABS (A)}
ABS (A): Absorbance in lipemia measurement
ABS (B): Absorbance in hemolysis measurement
ABS (C): Absorbance in icterus measurement
where the factors a, b, ¢, d, e, and f are constants.

Following is the explanation on these factors.
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« Factor for serum index analysis

The table below summarizes the constants for factors obtained in an experiment under

the serum index measurement conditions described in the next section.

Value

1128.90
167.54
39.08
0.8987
0.1488
1.3289

Factor

- (D |Q|l0|T|®

" Samples and measurement condition used to obtain the factors

Measured sample: Interference-Check A plus (Sysmex Corp,), Item #79370

Reagent used: Saline, Production#9351

Measurement condition RI: 100
Sample volume: 2
Dilution rate: 1
Item Wavelength Sample Indicated Serum index
() value Concentration
Icterus 478-505 Water
Bilirubin C T-BIL 224 mg/dL | 5 mg/dL
Bilirubin F T-BIL 184 mg/dL | 5 mg/dL
Hemoglobin Hb 4500
mg/dL
Lipemia Formazin | 21800
Turbidity
Hemolysis | 571-596 Water
Bilirubin C T-BIL 224 mg/dL
Bilirubin F T-BIL 184 mg/dL
Hemoglobin Hb 4500 50 mg/dL
mg/dL
Lipemia Formazin | 21800
Turbidity
Lipemia 658-694 Water
Bilirubin C T-BIL 224 mg/dL
Bilirubin F T-BIL 184 mg/dL
Hemoglobin Hb 4500
mg/dL
Lipemia Formazin | 21800 500
Turbidity

" Factor correction

2-60
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If the measurement conditions (values of R1, SV, and dilution factor) are different

from those listed above, correct the factors a, b, and ¢ using the formula below:
(@, b, ¢") = {(RI+SV)/102}x (2,/SV) x dilution factor x (a, b, c)

a', b', ¢':corrected factors

¢ 18ydeyn

R1: [volume of Reagent 1] + [volume of diluent used to dilute Reagent 1]
SV: [Serum reaction sample volume]

Dilution factor: (Jundiluted serum sample volume]+[diluent volume for

serum])/[undiluted serum sample volume]

Correct the factors a, b, and ¢ according to the actual serum index tests.

sbumeg juswainses|y
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2-62

[Ratio Parameters] window

The measurement results from different tests can be used to calculate a ratio between
those values; this ratio is regarded as a test result. The calculation used to obtain this

ratio is called a "ratio test". This window is used to set parameters for the ratio test.

Select [Setup] > [Ratio parameters].

1
2
3
4
5
&
7
8
9

fro verun 3

Enter the values in the following columns in the window.
[Analysis conditions] Enter the same way as in the [ Analytical Parameters
(Chemistry)] window.
[Standard value set] Enter the same way as in the [Analytical Parameters
(Chemistry)] window.
[Real-time Calculation Ratio Parameters]
[Test #S-Z] Enter the "Process Sequence nos." of the tests whose

results are used for ratio calculation.

[Factor a-f] Enter the values of the constants (factors) used in the

calculation formula.

[Formula] Enter the formula. Use the following characters to
define the formula. (e.g. x / (y-x))
[S1-[Z]: Measurement result (concentration) of

the test used for ratio calculation

[a]-[f]: Factor (as defined in the [Factor]
fields)

[*1, [/1, [+], [-]: Arithmetic operator

[11-[9], [.]: Constants

[RO]: Root

JEDL ICABM6010/C-4



[LOI: Log
[( )y [ ]]! [A]: Operator
[Simulation] Click the [Simulation] button to see the result of the

ratio calculation formula using the “test results”.

When you perform a "ratio test” using results from tests with the same

"Analy.Cond.no" but different "Sub Param. #", the result of ratio test may be abnormal.

Z Jeydeyn

Be sure that the same dilution conditions are selected in the [Rerun Conditions Set]

window.

sbumeg juswainses|y
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2.3.5 Settings for quality control (QC)

(@)

_%:3- This section describes the purpose and use of the quality control (QC) windows.

D

o % Types of QC

= Three types of QC are available with the BM6010/C:

§ Real-Time QC Uses twin plot graphs representing the values of the

% control samples measured up to the current time of the

g current day. The purpose is to review the quality of the

=~ current measurement.

g Daily Precision Control Uses X-charts representing the all the measurement

g. data of the control samples completed in the day. The
purpose is to review the quality of the current day's
measurement.

QC Cumulative Uses X-R charts of the daily control sample

measurement values. The purpose is to review the

quality of data measured over multiple dates.

I% [Real-Time QC] window

Q) Display the X-chart.
Select [QC] > [Real-Time QC] to display the window below.

2. m‘wl Control .|
10 0 1
: 5 ALE cml C
: A.BUN ‘Onnl‘ A| WB|

-QSD

=%

=

L1 T
LA 1

The X-chart displays measurement values of two defined control samples; a separate
chart is used for each test. For correct X-chart display, the control samples and the
chart-display settings should be properly defined as explained respectively in Steps 2

and 3 below.

@ Define the control samples used for real-time QC.
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Follow the steps below to specify the types of control samples.

a. Define the types of control sample. 9
(o)
Click the [Registration list edit] button located in the upper middle part of the [Real — g'-
Time QC] window to display the [Real-Time QC Registration List] window. ;
x
Control 1: Regist Test(T):

<
[
Control & 1.TF (Control A, Control B) (é
Z2.ALE (Control A, Control B} =
Control 2: 3.T—B:!_L (Control &, Control B) D
4,D0-B1L {Control A, Control B 3
IControl E 'l 5.LD {Control A, Control B) D
§.A8T (Control A&, Control E) 3
Test List(I): 7.ALT (Control &, Control B) %)
1.0p 8.ChE (Control &, Control E) ')
ZIALB 9.ALP (Control A, Control B) E._"
3:T—BiL 10.LAP (Control A, Control B) S
4. D-BilL 11.@3TPF (Control A, Control B) o)
5.1D 12.CKE (Control &, Control E) ()
£ AST 13.CE-ME (Control A, Control B)
14.2AMY (Control A, Control E)
7. ALT 146.T-CHDO (Control &, Control B}
8.ChE 12.T7% (Control A, Control B)
1§:ii§ 19.7TT (Control &, Control EB) i
11 . cemp ;I ?D ZTT . (Contr_ol A, Contr_ol 3) LI
Regist(R) Delete(l) up | DOWH |

OF | Cancel |

Select the types of control samples for each test. Two types of the control sample
should be selected for twin-plot graph representation. Select one type for both [Control
1] and [Control 2].

g When setting the defaults, delete all entries in the [Regist Test] column.
Select and highlight all entries in the [Regist Test] column, and then click
the [Delete] button.

b. Select the tests.

Real-Time OC Registration List 5'
Control 1: Regist Test(T):

ICDntrol A vl 1.TF (Control &, Control B
3.T-EilL {Control &, Caontraol B)
Control Z: 5.LD (Control &, Control EB)

IContrDl B 'l

Test List(I):

&
7.ALT
8.ChE
S.ALP
10. Lap
11.GETE LI
Delete () =] | DOWH |
OR | Cancel |
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Click and highlight the tests in the [Test List (I)]. Click the test names while pressing
the [Shift] or [Ctrl] key to select multiple tests simultaneously. Click [Regist (R)]
button to select the highlighted tests. Their names will be displayed in the [Regist Test

(T)] column. Select all the tests required.

Z Jeydeyn

c. Define the chart display order on the monitor.

The charts of the tests are displayed in the monitor in the order shown in the [Regist

Test (T)] column.

To change the order, select and highlight a test and move it upward or downward by

clicking the [UP] and [DOWN] buttons respectively.

d. Save the settings
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Click [OK] to save. The layout in the [Real-Time QC] window will change

accordingly.

@ Choose the layout of X-charts in the [Real-Time QC] window.

a. Display the [Graph setting] window.

Click the [Setting (S)] command in the top bar of the [Real-Time QC] window and
click the [Chart setting] option. The [Graph setting] window is displayed.

Graph setting x|

~Humber of displays———— rX-axis scale

Yertical: Horizontal: f* Automatic calculation

v I3 ]v " Numbkher of date

~Drawing
T plot
° OF
" Line
* Plot, Iine Cancel

b. Choose the [Number of Displays]

Enter the number of charts to display vertically and horizontally respectively.

c. Select a [Drawing] type

Select the type of graphical display.

d. Select an [X-axis scale] type

[Automatic calculation] The chart is displayed with the optimal scale calculated on
the basis of the number of measurement data. This is the

default option.
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[Number of data] The chart is displayed in the maximum size with all the
measurement values. If the number of the values is small, -
the distant between plots will be too wide. ~

§e)
. 5]
e. Save the settings. S
Click [OK] to save the setting and close the window. The layout in the [Real-Time QC]
window will change accordingly. %
i
%1 Quality control of the daily measurement 3
3
Q) Display the [Daily Precision Control] window. f_:,D'_
Select [QC] > [Daily Precision Control] to open the [Daily Precision Control] window. %
Eystem ) BetteeD W0t '_g
[concear B ] [r-chace = Peint | Taww 2
01

4350 44,832 53 596 +350
+25D 44 449 S0 222 +250

MEAN 43.684 52474 MEAN

25D -25D
-35D -35D

§ P T S
6.T-CHO (MEAN=118.182 SD=0.663)
+350 3687 120170 +350
4250 3.660 119.507
MEAN 3 606 118 182 MEAN

-28D 3557 116 857
=350 3525 116184

+38D 15.5

+28D 15479

MEAN 15.316 MEAN
-25D 15.

-38D 15072

=8 i = 5 e e 5
i 11 AMY (MEAN=50 430 SD=0 1 12 Ca (MEAN=8 848 5D=0 043

35D 50,917 ; 8.978 +350
+25D 50.755 9,934 +250

MEAN 50.430 AEAN 0.848 MEAN
50, 9.762 25D
-35D 49.943 9.718 35D

4
(]

This window lists all the control sample measurement data since the analyzer started in
the "New Start" mode in chronological order. The data are displayed by control sample
type and by test. The instructions for selecting the tests and display order are described

below in Step 3.

The charts are generated based on the reference values defined for each test (MEAN
and SD) in the [Daily QC] column in the [QC] > [Control Data Registration] window.
The scale is SD and the display range is up to +3SD to -3SD.

To display the data correctly, the display settings should be properly defined as

explained below in Steps 2 and 3.

ICABM6010/C-4 JEOL 2-67




@ Sselect the layout of the X-charts in the [Daily Precision Control]

o window.
= Select options for the X-chart in the [Daily Precision Control] window in the same
§e)
ol manner as in the [Real-Time QC] window.
> @ select the chart display order in the [Daily Precision Control] window.
% a. Display the [Setting of the order of displaying test] window.
Q
»
c Click the [Setting] command in the top bar in the [Daily Precision Control] window
® . . . .
3 and select [Setting of the order of display]. The window below is displayed.
g
> setting of the order of diplayingtest S
@ Meas. Test(I): gelect Test(g):
= 7 ALT 1 TP oR
S
(o) 8 ChE Z ALB
) 10 LAP 3 T-Bil
4 D-Bil Cancel
5 LD
6 AZT
11 GGTP
12 CK
2> 4| 13 cr-mB
14 AMY
16 T-CHO
=< 21 uN
9 ALP
up
DOWN

b. Select the order in which the X-charts will be displayed.

Select and highlight the tests in the [Meas. Test] column, and then click the [>>]
button to move them to the [Select Test] column. The X-charts of the tests are
displayed in the order they appear in this column in the [Daily Precision Control]

window.

Select a test and then use the [UP] or [DOWN] buttons to change the display order.

c. Save the settings.

Click [OK] to save the settings and close the window. The X-chart display order in the

[Daily Precision Control] window will be updated accordingly.
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I Quality control of measurement data over multiple dates

@ Display the [QC Cumulative] window. '®)
>
Select [QC] > [QC Cumulative] to open the [QC Cumulative] window. %
5]
[Fomerot & =] [%-chnre = e | s | R | e | nm:\:ﬂ?nml R
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The data collection period is displayed next to the [QC Cumulative] window name on
the blue title bar. The default period is the past 30 days. X-R charts representing the
average and range of the daily control sample measurement values during this period
are displayed. The charts are displayed by control sample type and by test. The

instructions for selecting the tests and display order are described below in Step 3.

The charts are generated based on the reference values defined for each test (MEAN
and SD) in the [QC Cumulative] column in the [QC] > [Control Data Registration]
window. The scale is SD and the display range is up to +3SD to -3SD.

To display the data correctly, the display settings should be properly defined as explained
below in Steps 2 and 3. Select the layout of X-charts in the [QC Cumulative] window

@ Sselect options for the X-R chart in the [QC Cumulative] window in the
same manner as in the [Real-Time QC] window.

@ Sselect the chart display order in the [QC Cumulative] window
Select the order of charts in the [QC Cumulative] window in the same manner as in the

[Daily Precision Control] window.
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2.3.6 Defining profiles

% What is a profile?
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A profile is a set of tests defined as a group. When selecting tests for each sample in
the [Request] > [Order Entry] window, you can select multiple tests simultaneously by

using a profile. It is efficient to define profiles depending on the purpose of analysis.
% Defining a profile

Follow the steps below to define a profile.

Q) Display the [Profile Definition] window
Select [Request] > [Order Entry]. Click the [Create Profile] button located nearly in the
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center of the top bar in the [Order Entry] window. The [Profile Definition] window is
displayed.
@ Define a profile
Up to 150 profiles can be defined.
[Profile set no.] Enter the profile number.

[Comment] Enter a description of the profile that will be displayed
in the [Order Entry] window.

[Test number] Click the [Test Table] button located to the right of the
field to display the [Test Table] window. Select tests
for the profile by checking the appropriate box. Click
[Return] to close the [Test Table] window. Click
[Execute] in the [Profile Definition] window to save the
profile of selected tests under the number indicated for
[Profile set.no.] Click [Cancel] to return to the [Profile

Definition] window without saving the settings.

X
Profile set no. [1_
Comment ALL
Test number | Test table I
Execute l Cancel | Delete Print
2
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Test Table window
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5 Using a profile

@ Display the [Order Entry] window
Select [Request] > [Order Entry] to display the [Order Entry] window.
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® Click a profile name in the [Profiles] column
When selecting tests to run on a sample, click a profile name in the [Profiles] column
instead of clicking test names individually in the [Test table] column. The tests that

comprise the profile will be displayed in the [Test table] column.

sbumeg juswainses|y
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o 2.3.7 Setting automatic startup/shutdown
B
2 I Startup settings
; "Startup" indicates the preparatory operations including "PRIME", "WASH", and
"Cuvette blank" of the analyzer that is already in the [READY] mode.
@ " Default "Startup” settings
g Choose the desired series of "startup" operations when the system is successfully
g initialized.
& The default setting values are as follows:
,§' [PRIME] "PRIME1"
= [WASHI1] Deselected (no check in the box)
[WASH2] Deselected (no check in the box)
[WASH3] Selected (check v in the box)
[Cuvette blank] Deselected (no check in the box)

" Steps for routine startup

" Visually check that the volumes of detergents and pure water are sufficient.
If any volume is short, the defined operation may not be successfully

performed.

" Select [Maint.] > [System Startup/Shutdown Setting] to display the [System
Startup/Shutdown Setting] window.

baca < Time Mode Sec Starcup =

I 2009/02/03 15:52
System | Syatem Start  Hetl et Seta
I FEADY Astivate
duto sEactup
Time renmining | | Starc year/month/day
[Jelect wash routine —— | e
I Brarcup (F ERutdown | |
{ Allow ceaction
Froc.ser  [ser1 <] | mach o warm
Syatem srart
Yes
Byatem end
PRl | emane [pr1 =] [worning =] [worniee =]
~Enable auta scart 2 i . L L
(TCITE3 - i N
|
BAsiy = r "
ofs !
End 15K
| Oparacion
seee | cell blank [ r r
Peady [ i =

" Select "Startup" for [Mode set] drop-down menu located at the top of the
[System Startup/Shutdown Setting] window.
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»" Check the set values.

If you change any value in the window, be sure to click the [Save] button after making

the change.

¢ 18ydeyn

" Select "Startup” in the [Select wash routine] column on the left side of the
window; select "Set1", "Set2" or "Set 3" in the [Proc.set] drop-down menu.

«" Click [Yes] in the [Select wash routine] column.
If the system mode is [READY], the selected start-up operation(s) will begin.

If the system mode is not [READY], the [Time remaining] field will read "Start"and the

selected operation will start as soon as the mode becomes [READY].
Time remaining I Start .

Once the start-up operation has begun, it proceeds automatically until the end. The
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current system mode and time remaining until the end of operation are indicated in the
upper left field of the window. When [Cuvette blank] is selected, a pop-up window is
displayed to register the cuvette blank result just before the cuvette blank measurement
is completed. Select [save] or [no save]. When the selected start-up operations are all
completed, the system mode returns to [READY]T.
B' If you want to stop the start-up procedure after it has started, perform one

of the following measures:

o Click the [Stop] button in the [System Startup/Shutdown Setting] window.

o Click the [Cancel] button in the [Select wash routine] column of the [System

Startup/Shutdown Setting] window.
o Click the [STOP] button in the Operation Panel

Ik Shutdown settings

Select [Maint.] > [System Startup/Shutdown Setting] to choose settings for shutdown.

" Default "Shutdown" settings

Choose a series of "shutdown" operations to engage after the system finishes its normal
operation. You can define the "shutdown" operations independently or to be combined

with the automatic startup of the next day.

The default settings are as follows:

g The Operate/standby switch in the power panel should be in the [PC
CONTROL] position.
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" Shutdown both the workstation and the analyzer

®) [System p.s.] Select "Power OFF" (check v in the box)
-g [System end] "Shutdown"
‘i [PRIME] "Nothing"
[WASHI1] Deselected (no check in the box)
% [WASH2] Selected (check v in the box)
g [WASH3] Deselected (no check in the box)
% [End ISE Operation] Selected (check v in the box)
=4
% +" Put the workstation in sleep mode and shutdown the analyzer to permit
%’r. automatic startup
2 [System p.s.] Select "Power OFF" (check v in the box)
[System end] "System End" (This is the status where the workstation

is closed but the power is maintained.)

[PRIME] "Nothing"

[WASHI1] Deselected (no check in the box)
[WASH2] Selected (check v in the box)
[WASH3] Deselected (no check in the box)
[End ISE Operation] Selected (check v in the box)

" Put the analyzer in sleep mode (maintain the power of the analyzer to
permit automatic startup)

[System p.s.] Deselect "Power OFF" (no check in the box)
[System end] "Nothing" &

[PRIME] "Nothing"

[WASHI] Deselected (no check in the box)

[WASH2] Selected (check v in the box)

[WASH3] Deselected (no check in the box)

[End ISE Operation] Selected (check v in the box)

B' When "Nothing" is selected for [System end], the workstation must be
shutdown manually before the time indicated for automatic startup.
Automatic startup is not available when the workstation is not shutdown.

If "Shutdown" is selected for [System end], the analyzer’s power will also be turned

off in order to shutdown the workstation regardless of the [System p.s.] selection.
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« Steps for routine shutdown

" Visually check the volumes of detergents and pure water to be sure the
quantities are sufficient for the shutdown procedures. If any volume is
short, the defined operation may not be successfully performed.
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" Select [Maint.] > [System Startup/Shutdown Setting] to display the [System
Startup/Shutdown Setting] window.
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" Select "Shutdown" in the [Mode set] dropdown menu located in the upper
part in the [System Startup/Shutdown Setting] window.
" Check the set values.

If you change any value in the window, be sure to click the [Save] button after making
the change.

# Select the wash routine.
Select "shutdown" in the [Select wash routine] column in the left side of the window,
and select "Set1", "Set2" or "Set 3" in the [Proc.set] drop-down menu.

# Save the shutdown setting

Click [Yes] in the [Select Wash Routine] column. If the system mode is [READY], the
selected shutdown procedure begins.

If the system mode is not [READY], the [Time remaining] field reads "Start" and the

defined shutdown procedure will begin as soon as the mode becomes [READY].

Once the shutdown operation has begun, it proceeds automatically until the end. The

current system mode and remaining time to the end of operation are indicated in the

ICABM6010/C-4 JEOL 2-75




upper left field in the window. When the selected shutdown operation is completed, the

analyzer and workstation enter the status indicated for [System end] in the [System
Startup/Shutdown Setting] window.

B' If you want to stop the shutdown procedure after it has started, perform one
of the following measures.

Z Jeydeyn

o Click the [Stop] button in the [System Startup/Shutdown Setting] window.

o Click the [Cancel] button in the [Select wash routine] column of the [System

Startup/Shutdown Setting] window.
o Click the [STOP] button in the Operation Panel

B' The main valve and power supply for the pure water supply unit should be
shut off separately from the above procedure.

g Do not exit the system on the workstation during the shutdown procedure.
Otherwise, the analyzer will enter in the [WAIT] mode and the selected
shutdown procedure will not be completed.
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I5Setting the automatic startup

Select [Maint.] > [System Startup/Shutdown Setting] to define settings for automatic
startup. Select "Auto Startup" in the [Mode Set] dropdown menu.

«" For ordinary use
Choose the operations for automatic startup for each day of the week and the days on
which to activate automatic startup (i.e. not on weekends). Set the values as follows:

[Activate Auto Startup] Check the box next to the days of the week to use
"Auto Startup". (Checkv” in the box)

[Start year/month/day] Do not enter a value (except for [Auto startup by

appointment] which is explained below)

[Start time] Enter the time to start up (e.g. 0730 for seven thirty in

the morning)

[Allow reaction bath to warm] "Do" (check v in the box)

[System start] Select "New start"

[PRIME] Select "PRIME1"

[WASHI1] Deselected (no check in the box)
[WASH2] Deselected (no check in the box)
[WASH3] Selected (check v in the box)
[Cuvette blank] Deselected (no check in the box)
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" Scheduling an automatic startup more than 7 days in the future

Use the [Auto Startup by Appointment] column to schedule an automatic startup in

more than 7 days.
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«" Check the box next to "Active Auto startup" (check v in the box)

" Enter the starting date [year/month/day]
(e.g. 20110530 for May 30, 2011)

«" Enter values for the fields from [Start time] to [Cuvette blank].

" Deselect all the days of the week for [Activate Auto Startup].

" Steps for routine automatic start-up
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The automatic startup feature starts-up the system automatically at a precise time (i.e.
by the time you start working next morning or in the morning after the holiday).
Usually, the automatic startup of the next working day is linked with the system

shutdown of the current day.

" Steps for automatic startup alone

" Visually check the volumes of detergents and pure water required for
automatic startup.

If any volume is short, the selected operation may not be successfully performed.

" Select [Maint.] > [System Startup/Shutdown Setting] to display the [System
Startup/Shutdown Setting] window.

" Select "Auto Startup" in the [Mode set] drop-down menu located in the
upper part in the [System Startup/Shutdown Setting] window.

»" Check the set values. If you change any value in the window, be sure to
click the [Save] button after making the change.
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" Click the [On] button in the [Enable auto start] column in the lower left hand
corner of the window to activate "Auto startup". The [State] field will read
"On"'

~Enable auto start

" Exit the system on the workstation as usual.

After the workstation is shut down, the window below is displayed and the system enters
in “SLEEP” mode.

[SLEEP] mode will continue until automatic startup the next morning. The workstation
is not powered off.

g The Operate/standby switch in the power panel should be in the [PC
CONTROL] position. If you want to turn off power of the analyzer.

Auto Startup

Standing by for autc-startup.

Startup is scheduled at Friday, February 06, 2009
14:30.

Standby for auto-startup canceled with the cancel
button.

Current time Thurseday, February 05, 2009 14:30

Cancel

The system will start-up automatically at the designated time and date. During
automatic start-up, the [System Startup/Shutdown Setting] window is displayed and the
current system mode and the time remaining until the end of automatic startup are
displayed in the upper left fields. When [Cuvette blank] has been selected in the
[System Startup/Shutdown Setting] window, a pop-up window is displayed to register
the cuvette blank result just before the cuvette blank measurement is completed. When

the automatic start-up procedures are completed, the system mode returns to [READY].
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CONTENTS

FhLinking shutdown with automatic start-up

In order to perform the linked operation properly, the Operate/standby switch must be
turned to [PC CONTROL], "System End" must be selected in the [System End], and
"Shutdown" must be selected in the [Mode Set] drop-down menu in the [System

Startup/Shutdown Setting] window.

" Visually check the volumes of detergents and pure water required for
shutdown and automatic startup. If any volume is short, the defined
operation may not be successfully performed.

" Select [Maint.] > [System Startup/Shutdown Setting] to display the [System
Startup/Shutdown Setting] window.

" Select "Auto Startup" from the [Mode set] drop-down menu located at the
top of the [System Startup/Shutdown Setting] window.

»" Check the set values.

If you change any value in the window, be sure to click the [Save] button after making

the change.

" Click the [On] button in the [Enable auto start] column in the lower left hand
corner of the window to activate "Auto startup”. The [State] field reads "On".

" Select the wash routine. Select "Shutdown" in the [Select wash routine]
column located in the left hand side of the window, and select "Set1",
"Set2", or "Set3" from the [Proc.set] drop-down menu.

Ensure that "Power OFF" is selected (check v in the box) for [System p.s.]
and "Shutdown" is selected for [System end].

«" Click [Yes] in the [Select wash routine] column. A pop-up window will
prompt you: "Start the shutdown process?”. Click [Yes].

If the system mode is [READY], the shutdown procedure will begin immediately.

If the system mode is not [READY], the [Time remaining] field reads "Start" and the

shutdown procedure will begin as soon as the mode becomes [READY].

Time remaining I Jtart

From here, the procedure will be automatically carried out until the
completion of the automatic startup the next morning. The current system
mode and time remaining until the end of shutdown procedure are indicated
in the upper left hand corner of the window. When the shutdown procedure
is complete, the analyzer's power will be in the status selected in the
[System p.s.] or [System end] fields in the [System Startup/Shutdown
Setting] window. The message "Standing by for auto-startup.” is displayed
in the [Auto Startup] window.
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The system will startup automatically as designated at the defined time and
date. During automatic startup, the [System Startup/Shutdown Setting]
window is displayed and the current system mode and the remaining time
until the end of automatic startup are displayed in the upper left hand field.
When [Cuvette blank] is selected, a pop-up window is displayed to register
the cuvette blank result just before the cuvette blank measurement is

Z Jeydeyn

completed. Select [save] or [no save].

When all the setting values have been entered, the [Password] window is
displayed.

Enter a [Username] and [Password] and click [OK].

See the above sections “#*Steps for routine shutdown” and“ EfiSetting the

5

automatic startup.”
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FEMiscellaneous settings for automatic start-up and shutdown

e The table below summarizes the status of the analyzer's Operate/standby switch and

the automatic start-up function.

Analyzer's power Automatic startup
ON Startup successfully
OFF Startup the workstation only
PC CONTROL Startup successfully

e To release the “standby” mode of the system waiting for automatic start-up, perform
one of the following steps:
o Click the [Off] button in the [Enable auto start] column of the [System
Startup/Shutdown Setting] window.
o If the [Auto startup] window is displayed, click the [Cancel] button in the window.
e To stop the automatic start-up operation of the system, perform one of the following
steps:
o Click the [Stop] button in the [System Startup/Shutdown Setting] window.
o Click the [Cancel] button in the [Select wash routine] column of the [System
Startup/Shutdown Setting] window.
o Click the [STOP] button in the Operation Panel

e When [Cuvette blank] is selected and "Do" for [Allow reaction bath to warm], the
analyzer will be in the [CB WATCH] mode (displayed in the Operation Panel) for 30

minutes after startup.

e The automatic start-up is canceled if the analyzer is in the status from which it

cannot start (e.g. the analyzer is already in operation).
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e When both [Week] and [Auto startup by appointment] are selected in the [System
Startup/Shutdown Setting] window, the system will start-up at the earlier time. The

automatic startup can be scheduled only once per day.
e Follow the steps below to wake the analyzer from the “sleep” mode to return it ready
for start-up:
o Click the [Cancel] button in the [Auto Startup] window, and then click the [OK]
button in the [BioMajesty] Startup window.

e The startup procedure for the pure water supply unit (opening the main valve and

turning on the unit) is not included in this automatic startup procedure.

FaTime required for start-up / shutdown

The approximate time required for each process is as follows.

" Time required for individual process

Process Values Time
PRIME1 5 times for all steps 1 min
WASH1 5 times 14 min
WASH?2 2 times 39 min
WASH3 Once 27 min
Cuvette blank — 17 min

" Time required for each procedure

Following is the approximate time required for each of the procedures

" Startup

¢ PRIME1l + WASH3 = 28 min
e PRIME1 + WASH3 + Cuvette blank = 45 min

" Shutdown

e WASH?2 + System end + Shutdown the analyzer = 40 min

" Automatic startup

e PRIMEI + WASH3 = 28 min
e PRIMEI + WASH3 + Cuvette blank (including warming up) = 45 min

ICABM6010/C-4 JEOL 2-81
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3.1 Preparing the Sample Containers

3.1.1 Sample containers

¢ Jeydeyd

& Acceptable sample containers

+" Specifications

The sample tray (STT) accepts containers conforming to the following specifications:

* Height: 75 - 100 mm
Note the following:

Sample tube shorter than 75mm may become stuck in the tray

Sample tube higher than 100mm will contact the cover of the sample try and may be

broken during analyzer operation.

* Outer diameter: 12.0 - 15.5 mm (including the label thickness)
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If sample tube with an outer diameter smaller than 12.0 mm is used, it can become
unstable on the STT and may cause probe crash.
If a sample tube with an outer diameter larger than 15.5 mm is used, the label may

become dislodged or the sample tube itself may be damaged.

» If the small container, the "JCUP" (name shown in the application window) is used,

use the JEOL-provided adapter with the JCUP.

* If you use a ‘off the shelf” sample tube or container as an adapter, make sure that the
JCUP does not contact the cover of the sample tray. Also, be sure that the JCUP

does not fall into or get stuck in the sample tube or container before use.

" Settings for sample container

Each combination of an adapter and sample container must be registered on the

workstation. The following default values are set for the JEOL authorized products.

Container name Description
10 ml tube Sample tube with capacity of approx. 10
mL
Jcup/Adp. A JEOL-provided cup to use in
combination with the dedicated adapter.

* The consumables that JEOL provides are listed in Section 7.2: “Consumables and

Spare Parts for Maintenance".

* If you want to use a new, unregistered sample container, register it in the [System

Specifications Set] window. (Login level: “manager” or above.)

ﬁ' See the section 2.1.1 “System Specification Setting” for the registration
steps.

ICABM6010/C-4 dEDL 3-1
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3.1.2

Sample barcode

& Barcode specifications

The table below summarizes the specifications of barcode systems that the system

accepts.
Item Specifications Figure

Width of narrow bar 0.19-1.0 mm

(narrower bar)
Width of quiet zone At least 5 mm and at least 10 times the (1)
(blank spaces on both width of narrow bar.

ends of the bar)

Narrow bar / wide bar ratio | 1: 2.5 - 1: 3.0 (recommended ratio: 2.5)

(narrow bar / wide bar)

Bar width 15 - 60 mm (2)
Bar height 12 mm or greater 3)
Space between bar and 1 mm or greater (A space less than 1mm ()]
character may cause a reading error)

Supported code types

CODE128, CODE39 1, ITF=k1, NW-71,
JAN
Check digit (CD) is recommended

Number of digits for
sample ID

CODE128:1-13digits
Others:4- 13 digits

Print quality

PCS (reflection rate)
ANSI X3.182 (quality
standard)

0.6 or more (75% or greater for white)
Grade A or B (ANSI X3.182 guideline)

Label

Black bar on white background

Placing angle allowance

+ 2 degrees

|—»;' Use of check digit (CD) is recommended to avoid erroneous readings.
Although CD is an effective preventive method for erroneous readings, it

does not guarantee 100% correct reading.

I Acceptable barcode standards

Barcode standards acceptable for the BM6010/C are summarized in the table below

with availability of the CD and start/stop character functions.

The following points must be taken into account when setting the barcode

specifications:

e When the CD function is used, CD should appear in the end of the barcode

number.

e The CD and start/stop characters are included within the bar, but not necessarily
printed in the section for visual identification. Check the barcode specification

with an expert in your software engineering group.

3-2
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e The sample ID number is limited to between 4 and 13 digits. Note that when
using CD and start/stop characters, they are included in the number of digits in
the sample ID. (CD requires 1 digit and start/stop characters requires 2 digits.) .
¢ Up to four barcode types can be setup (Default settings are shown below).
However, different settings for one barcode type (e.g. CODE128 with CD and
without CD) cannot be set up.
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o If you want to operate NW7 or ITF, the fixed digits is recommended to avoid

erroneous readings.

If you want to operate the system with a barcode setting that is not included

in the default factory setting, please contact your local distributor.

Function
Barcode Mandatory /
Type CcD Strstop | gecommended | Default
CD - Character
Transmission .
Transmission
CODE128 | Available N/A — Mandatory o
ITF Available N/A — Recommended O
Available — Recommended
N/A — — —
JAN Available Available — Recommended o
(13 digits)
JAN Available Available — Recommended
(8 digits)
NW7 Available N/A N/A Recommended
(Modulas16) ©
Available Available or Available or Recommended
(another N/A N/A
method)
N/A — Available or —
N/A
CODE39 Available Available or Available or Recommended
N/A N/A
N/A — Available or —
N/A

ICABM6010/C-4
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F& Labeling position

9 Place the sample barcode label properly on the sample container as shown below:
g
2 Min Smm
w «

Min 12mm
v — |
3 P o
) __.. 1) f Min Smm
Q R r pr— 3
= pr— N
> E E — E N
=) £ Pe—
- o| o —3z| |o =

—
® ol 8 — c:?
a e ¢ b e ; 0O
c Ll =l m—
@ Nl Z| o p— r -
g el S ™ r ;
=] £ B (N S [ (1) Min S5mm

= o "l - \
4)
Min Tmm
+2

Correct Sample Barcode position
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3.2 Preparing the Sample

3.21 Dispensing the sample into the sample container

¢ Check that the volume is sufficient for measurement.

¢ Jeydeyd

Required volume = (sample volume to be used in measurement) + (dead volume for
the container)

* Because several tests are performed in one measurement, the required sample
volume is the total sample volume for tests plus dead volume for the container. The
required volume for one chemistry test is the sample volume plus 3 ul. However, for
an ISE test (i.e. Na, K, or Cl), the required volume is 24pl regardless of the number

of tests.

* The dead volume varies depending on the container size,
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Container name Dead volume
10 ml tube 200 ul
JCUP 50 pl

Dead volume for most commonly used containers

» If the container used for centrifugation is also used in the sample tray, ensure that
the container has sufficient volume for the serum measurement as well as for the
sample liquid level sensor. If the volume of serum is insufficient, the probe will
aspirate the blood cell components underneath which may affect the measurement or
cause probe clogging by the serum separator.

» If the serum volume is insufficient after centrifuge separation, transfer the serum to
a new, smaller container such as the JCUP to increase the liquid depth for the sample

probe. Ensure that no blood cell components are transferred to the new tube.

ICABM6010/C-4 JEOL 3-5




3.2.2 Notes for handling the sample

* Always ensure adequate sample storage. If left at room temperature too long, it can
deteriorate the sample due to evaporation or alteration of components, therefore,

may result in erroneous measurement results.

¢ Jeydeyd

* Ensure that no fibrin or other foreign matter is present in the sample. Fibrin in the
sample may result in clot formation in the sample probe (SPP) or SPP line resulting

in erroneous measurements.

» Samples with high viscosity may clog the sample probe, resulting in erroneous
measurements.

* If serum separator is added in the tube, ensure that the serum separator is properly
centrifuged and is not floating in the serum sample. Serum separator in the serum
can clog the sample probe and may cause erroneous measurement results.

* When using anticoagulant, follow the instruction of the reagent manufacturer.

Improper use of anticoagulant can also cause erroneous measurement results.
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* Ensure that no air bubbles are present in the sample. Air bubbles can cause

aspiration error by the sample probe.

* Some coexisting substance in the sample may affect the reagent. Read the reagent

manufacturer’s package insert carefully for information.

* Please be sure to follow the manufacturer’s instructions regarding the appropriate

reagent for each test and sample type.
3.2.3 Notes for handling the sample for ISE measurement

% Acceptable sample types

Serum, plasma, and urine are all acceptable samples for ISE measurement. Whole blood

is not acceptable.

T, Effects from coexisting chemical substances

" Anticoagulation agents

Lithium heparin contains lithium which is an ion that interferes with the measurement
of sodium. Anticoagulant such as sodium heparin, EDTA-1K or EDTA-2K has sodium
and potassium added to plasma. Therefore, the result value may be elevated if such
anticoagulant is used.

Oxalic acid, citric acid and other similar substances can interfere with the measurement

of chlorine.
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+ Drug metabolites in serum

(a) Halogen-containing drugs:

¢ Jeydeyd

Halogen metabolites are negative free ions that may elevate the Cl” values.

(b) Bromisol (bromvalerylurea)
Sedatives, analgesics, and cold remedies may contain Br™ ions which can elevate
CI values.

(c) Vitamins
Vitamin preparations often contain additional salts such as hydrochloride, bromide,
and nitrate. When these salts become free negative ions, Cl” values may appear to

be elevated.

" Substances (principally ions) that may affect ISE measurement values

The table below shows the ion selective factors for coexistent ions for the Na*, K, and
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CI electrodes. The ion selective factor indicates the degree of sensitively to the
coexistent ion in comparison with that to the target ion. The sensitivity to the target

ion is defined as "1.0".

lon selective factors for the Na, K, and Cl electrodes

Na electrode (membrane: crown ether)

Coexistent ion Km,x
Potassium ion (K*) 1.5x102
Rubidium ion (Rb™) 1.1x10 2
Cesiumion (Cs*) 9.0x10
Ammonium ion (NH4") 1.2x107
Lithium ion  (Li™) 5.0x10™
Calciumion (Ca’") 9.9x10
Magnesium ion  (Mg”") 8.1x107
K electrode (membrane: crown ether)
Rubidium ion (Rb™) 1.4x10~"
Cesiumion (Cs™) 4.2x10°
Ammonium ion (NH4") 7.4x10°
Lithium ion  (Li*) 1.6x10™
Sodiumion (Na™*) 3.6x10™
Calcium ion (Ca*") 1.1x107
Magnesium ion  (Mg”") 6.5x10°
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Cl electrode (Membrane: Super-layer
solid molecule orientation membrane

MO)

Salicylate ion (Ce¢Hs (OH) COO") 3.3
Azide ion (N37) 2.6
Thiocyanic ion (SCN) 7.0
Perchloricion (ClO47) 44
lodine ion (1) 4.7
Nitrate ion (NO; ) 25
Bromine ion (Br™) 21
Bicarbonate ion (HCO3;") 1.1x10"
Acetate ion (CH3COO") 3.8x10
Monovalent phosphoric ion (H2PO4 ) 6.0x10™
Bivalent phosphoric ion (HPO42*) 1.3x10
Acetate ion (sulfate ion) 7.0x10°

3.2.4 Sample for simultaneous measurement of blood cell

components (HbA1c) and plasma components

This section describes the conditions for simultaneous measurement of blood cell and

plasma targets.

+" Conditions for centrifugation
Follow the reagent manufacturer instructions when preparing the centrifuged blood cell
component sample.
The centrifugal force (CF) is calculated with the following formula.

CF (g) =1.118x107 x rotor radius (cm) X rpm?

« Setting analytical conditions for blood cell component

Set the analytical conditions for measuring blood cell component (HbAlc) as follows:

When setting diluent on the reagent tray 1 (RTT1), select [Setup] > [Analytical

Parameters (Chemistry)] > [Analytic test condition setting (M)], and define the values

as follows:
Item Value
[Dilution condition] "Do"
[Undiluted sample volume] 20l
[Diluent volume] 200.0 ul
[Diluent position] RTT1 position where the diluent is loaded.

Be sure to read the package insert of the reagent used. If the insert
indicates setting values other than described above, follow those described
in the package insert.
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« Setting analytical conditions for plasma components

Set the analytical conditions for measuring tests such as glucose or 1.5-Anhydro-D-

glucitol as follows:

¢ Jeydeyd

» Select [Setup] > [Analytical Parameters (Chemistry)] > [ Analysis test condition
setting (M)]. Select “Not do" in [Dilution specification] in the [Analysis Test
Condition Setting (M)] window.

* Click the [Sampling Position Setting] button in the top bar of the [Analytical
Parameters (Chemistry)] window to open the [Sampling Position Setting] window.
Select "Top" for the sampling position there.

B Be sure to read the package insert of the reagent. If the insert indicates
different settings, follow the indication of the package insert.

" Sample surface level

Juswainseay) Joj uoneledalid

For the sample that is aspirated from the “Bottom” position of the container, the
sample surface level in the container must be 60 mm or lower (See Section 1.4.1:
“Simultaneous measurement of blood cell components (HbAlc) and plasma
components” in Chapter 1.) Any part of sample probe (SPP) higher than 60 mm cannot
be washed; therefore, sample may be carried over to the next samples, resulting in
incorrect measurement data. Insufficient washing of the sample probe can cause LLS

errors and unsanitary conditions within the analyzer.

IF: Settings for hemolysed sample

Set the dedicated diluent (lysis solution) on RTT1 for tests requiring hemolysed

sample.

ICABM6010/C-4 JEOL 3-9




3.3 Setting the Sample on the Tray

Place the sample in the position designated by the settings or order and check the

position, container, and type again to make sure if the sample is correctly loaded on the

¢ Jeydeyd

tray.

% Placing the sample.

* Push the sample container down to the bottom of the sample tray or STAT port.

* Remove the cover (e.g. cap) of the sample container before placing the container in
position. Otherwise, the container may contact the Sample tray (STT) cover, and the

cover and/or container may be damaged.

I% Using a barcoded sample

* The barcode reader is located in the outer edge of the sample tray space and reads
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the barcode from the outside. Therefore, be sure to place the container so that the

barcode label faces the outside of the tray.

* Ensure that the barcode label is securely attached to the container (i.e. no parts of

the label are peeling off) when placing the container into the sample tray.

I% Using an adapter

* Set an appropriate adapter in a STT loading slot and place a JCUP inside.

* Place the adapter so that the side of the adapter with the narrower diameter faces

upwards

* Place the adapter in the STT hole. Be sure that the adapter is securely set in position.

* Visually check that the JCUP placed in the adapter is not tilted or shifted in order to

prevent oscillation within the machine.
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3.4 Preparing the Reagents

Set reagents in the position designated by the settings, and check the position, bottle

and type for each reagent to make sure if they are correctly loaded on the tray.

¢ Jeydeyd

I Reagent handling

* Handle and store the reagent properly in accordance with the manufacturer's
instructions.
* Do not use expired reagents.

* Do not use reagents that contain layers of liquid paraffin. Paraffin layers may cause

the reagent to be aspirated improperly.

% Reagent filling

* Use a clean, dedicated bottle (provided by JEOL) to fill reagent.

Juswainseay) Joj uoneledalid

* Do not add new reagent to a bottle containing remaining reagent.

» Reagents containing surfactants may form bubbles when refilled into the bottle.

Bubbles can cause reagent aspiration error. Remove the bubbles if there are any.

I Reagent bottle

* When using a bottle with barcode, check that the label is still intact and not soiled.

I Setting the reagent bottle on the reagent tray (RTT)

* Set the reagent bottle firmly on the reagent tray so that the bottom is securely set in

position. Check that it does not rattle.

* Use the dedicated reagent bottle adapter, provided by JEOL, when setting a smaller
bottle.

" How to use the bottle adapter

Following bottle adapters are available:

Type Bottle size to Setting position on RTT
support
20 ml -> 40 ml 20 ml Positions for 40 ml bottles
20ml->70 ml 20 ml Positions for 70 ml bottles
40 ml -> 70ml 40 ml Positions for 70 ml bottles

ICABM6010/C-4 JEOL 3-11




1. Set the reagent bottle in the adapter as shown below.

20 ml - 40 mi 20ml-70 ml 40 ml - 70ml

¢ Jeydeyd

* The barcode label must be securely attached.

* Ensure that the barcode visible at all times.
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2. Place the bottle adapter with the bottle in the appropriate RTT position.

20 mL - 40 mL 20 mL-70 mL 40 mL - 70mL

="

* Check that the bottle adapter and bottle are securely placed.

* Ensure that the barcode is sufficiently visible to the barcode reader.

3-12 dJEOL ICABMG010/C-4




CONTENTS

Chapter

Routine Measurement

4.1 Routine Workflow ..........ccoooooiiiiiiiiiii e,
4.2 Getting Started ...
4.3 Preparing the Analyzer ...,
4.3.1 Preparation before test run ...........ccccccvviviiiviiiiiiininnn,
4.3.2 PrimiNgG......ueeeiiiiiiiiii
4.3.3 Washing at startup ...
4.3.4 Cuvette blank measurement...........cccccceevviiiciienneenn.
4.4 MeEASUIEMENT ......eeiiieieeee e
441 Measurements of calibrators and control
SAMPIES ...
44.2 Patient sample measurement ............ccccccceeeeeiiiinnnnen.
4.5 Checking the Calibration Results ..............ccccoooe .
4.6 Checking the Control Sample Measurement Results ................
4.7 Urgent Sample Measurement.........ccccoovveeiiieiiieeeeisciieeeeee e
4.71 “Priority” measurement ............oooiiiiii e
4.7.2 STAT POt ..
4.8 PAUSE / Smart PAUSE ...
4.9 Checking the Measurement Data..........ccccccvvvvvevvviiiiieeieeneeeee,
491 Checking the chemistry analysis
measurement reSUtS ...
49.2 Checking the ISE test results...........cccccceeiiiiiiiiiiieen.n.
4.10 REIUN L
4.11 Check the Remaining Reagent Volume..............ccccccevvviennnnn.
412 R-PAUSE ...
4.13 System End/Shutdown ...........coooiiiiiiiiiiiiee e
4.14 MaiNtENANCE........uii i

ICABM6010/C-4

JEOL



4.1 Routine Workflow

The following diagram shows the general workflow of the measurement with the 99)
analyzer BM6010/C. %
[Startup] &

| Turn on the main power switch of the system |

% When the main power switch is kept on, skip
this step.

| Prepare the pure water supply unit |
| Set the Operate/Standby Iswitch to "PC CONTROL" |
| Turn on the power switctlw on the workstation rack |
| Turn on thle computer |
| Turn on trlme printer |
| Start up tr|1e system |
|

JuswiaInseay\ aunNoyY

| Get the analyzer “READY” |

[Preparation]

| Prepare the analyzer |
[
| Perform [PRIME] |
|
| Perform the startup washing |

| Perform the cuvette blank measurement (as required) |

[Measurement]
| Perform the calibration and control measurement |
|
| —1
Patient sample Urgent sample
measurement measurement
| Confirm the data and transfer them to LIS |
[Shutdown]

| Perform the washing after the day's operation |
| Shut downlthe system |
| Shut down and turnI off the workstation |
| Check the power supplyI to the workstation is off |

| Shut down the pure water supply unit |
|
| Clean the environment of the analyzer |

[Maintenance]

| Perform maintenance |
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4.2 Getting Started

(A Warning

Once the analyzer has been started, the probes and trays move before entering into the
READY mode. Never touch the probes and trays while they are moving. This may lead to

injury or infection of the operator, or damage to the analyzer.

I% Turn on the main power switch of the system.

" Turn on the main power switch of the system on the back panel of the

analyzer.

Main power switch

Back side of the analyzer

With the main power turned on, the electric current goes through the Reagent Tray

(RTT), Refrigerated Sample Tray (CTT), and ISE Unit.
I Prepare the Pure Water Supply Unit.

Follow the instructions for your pure water supply unit to start it up and prepare a pure

water supply to the analyzer.
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I Set the Operate/Standby switch to “PC CONTROL”.

Set the Operate/Standby switch to the “PC CONTROL” position to synchronize the

startup and shutdown of the analyzer with the workstation.

 Jeydeyd

B' Although you may set the Operate/Standby switch to & “ON” position, the

analyzer does not synchronize with the workstation for startup and shutdown.

" Set the Operate/Standby switch of the power panel to “PC CONTROL".

JUSWIBINSES)\ SUNOY

Power panel
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I Start up the workstation.

4-4

1) Turn on the power switch on the workstation rack.

2)

3)

Workstation
The LCD monitor and printer included in the workstation get turned on.

g When they are not automatically turned on, manually turn them on.

Turn on the computer.

Power switch

Check that the printer's “ready to print” switch is ON.
When this switch is OFF, you may not be able to print.

In approximately 1 minute after Step 2, “BioMajesty” startup window opens.

‘JEDL ICABM6010/C-4



I Start up the system

1) Select the starting mode of BioMajesty.
Select the starting mode according to the following features.
[New Start]: All the data and requests associated with the current “System Date” will

be deleted.
[Re-Start]:  The requests and data associated with the “System Date” will be

 Jeydeyd

retained and available for use.

BioMajesty- .

JUSWIBINSES)\ SUNOY

JCA-BM6010/C

ERCCRRR=Y T
Wer Mo @ 1. 00-00{ 200308071 Copyright & 2009 JEOL Lid
All rights resarved,

System Datn  [20100426 =] © Hew Start ok | cencer | Shutdown |  Back-up | Movememt |
 Bn-Start

BioMajesty Startup Window

2) Click the [OK] button on the BioMajesty Startup Window.
The system starts, and the Menu Panel and Operation Panel are displayed on the top of
the screen as shown below. The analyzer is turned on automatically with the
workstation, and the indication lamp on the status display/power panel lights on.

The system mode displayed on the Operation Panel changes from “SYSTEM INIT” to

“WAIT.”
Menu Panel Operation Panel
A A

Sratamis) |

= HOST OFF
Pequect | oin: o0 SHART R-PAUSE| PRIME |mzrrratize —— ‘ W"AlT
i PAUSE | WASH STOP ALARE [ BUZZER | sMP LOJD OK
Reagent | Maint. setup | . I seuecr | [ CISE-WASH-ON

System Mode display

The Menu Panel and Operation Panel in the upper section of the monitor

ICABM6010/C-4 dEDL 4-5
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I Get the analyzer [READY]

4-6

« If the system mode displayed on the Operation Panel is “WAIT,” click
the [INITIALIZE] button on the panel to change the system mode to

“READY”.
INITIALIZE button System Mode display
System(5)
b 1
R-PAUSE | 00111 |mYriavzze| HOST OFF ’ READY
S TART ISE-WASH-0H
PAUSE WASH STOP ALARM | BUZZER I SMP LOAD OK I
[ [ [ISE-weasH-oN

Operation Panel
The initialization finishes approximately in one minute, and then the “READY” lamp
on the status display/power panel of the analyzer lights on in green indicating the
analyzer is now ready. During “initialization” of the analyzer, the system mode is
displayed as “INITIALIZE.” When the initialization is completed and the analyzer is
ready, the mode shown changes to “READY.”

If the startup fails, the red ALARM lamp on the status display/power panel lights with
an alarm and the analyzer stops automatically. After solving the problem, click the

[INITIALIZE] button in the Operation Panel to restart the system.
Click the [ALARM] button to display the error report for identification of the problem.

dEDL ICABM6010/C-4



CONTENTS |

4.3 Preparing the Analyzer

Warning

Q
>
Q
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When performing “Lamp energy check,” “WASH3,” or “Cuvette blank measurement,” the
probes and trays move. Never touch the probes and trays while they are moving. This may

lead to injury or infection of the operator, or damage to the analyzer.

4.3.1 Preparation before test run

The maintenance of the system must be performed as necessary besides the routine

checks required before every operation. Refer to “Chapter 7 Maintenance” for details.

" Points to be checked for the workstation before measurement
i. Clean the LCD display and keyboard as required.

ii. Ensure that there is sufficient quantity of paper in the paper tray of the printer.
See your printer manual for loading the paper.
iii. Ensure that there is sufficient amount of ink / toner. If not, replace the
cartridge.
If the printing shade is becoming light, replace the cartridge with a new one.

See your printer manual for cartridge replacement.

+ Points to be checked for the analyzer before measurement

i. Clean the nozzles of the sample probe (SPP) and the reagent probes (RPP1/
RPP2) as required and ensure the positions are correct.

ii. Clean the nozzles of the reaction carousel wash unit (WUD) as required.

iii. Clean the mixing rods (MIX1/MIX2) as required.

iv. Visually check the reagent trays (RTT), refrigerated sample tray (CTT) and
the remaining volumes of detergents in the bottles, and replenish them as
required.

The following table summarizes the types of detergents and other solutions and their
locations.
See the following “Section 3) Replenish reagents” for replenishing the

reagents.

ICABM6010/C-4 JEOL 4-7
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Detergents and other solutions and their locations

Purpose

Location

Name of Detergent

Prevent contamination

Position #47 on

Reagent probe wash -1

(alkaline) RTT1 and RTT2
Prevent contamination Position #48 on Reagent probe wash -2
(acid) RTT1 and RTT2

WASH?2 (daily)

Position #49 on
RTT1 and RTT2

Reagent probe wash K
(20%)

WASH2 (weekly)

Position #49 on
RTT1 and RTT2

Reagent Probe Wash S (5%)

WASH 1-3 (daily and Position #50 on Pure Water
weekly) RTT1 and RTT2
WASH1 (daily) Position #50 on Pure Water
RTT1 and RTT2
#500on CTT Pure water
Cuvette detergent Detergent Cuvette wash solution
(alkaline) container
Cuvette blank Detergent Cuvette Conditioner EX
measurement container
Sample dilution Detergent Saline
container
Reaction bath oil Detergent ACUR20
container

v. Check for any liquid leak from the pumps. If any, replace the entire pump

head or the sealing materials.

" Points to be checked for the ISE unit before measurement

i. Check the remaining volumes of ISE buffer and internal standard are

sufficient.

i. If the amount is insufficient, replace the bottle with a new one.

After changing the ISE buffer bottle, set “15” times for the number of buffer priming.

Close the panel above the bottle compartment during measurement. The vibration via

bottles may influence the ISE test values.

When using the concentrated waste fluid tank, check if the room is sufficient.
When replacing the buffer bottle, discard the waste fluid.

Check there is no excess amount of crystalline substance formed around the
ISE dilution bowl and waste fluid outlet. For any abnormal findings around

this area, perform maintenance on the dilution bowl tray.

JEOL

ICABM6010/C-4



« Settings and replenishments

@)
1) Check the temperature >
o
Select [Maint.] > [System Monitor] to check if the temperatures of the reaction D
w
carousel (RRV) and reaction tray (RTT) are acceptable and if the flow rate of the >
reaction bath oil is in the normal range.
P
(@)
=
System(S) =z
S5
(¢}
System date Z
( [eriday, sanuary 30, 2003 15:22:30 8
- Operating conditions 2
RRV Bath Temp. oK Conc.wast.tank | ©F (_B
RRV Bath Control OK RTT temp. | OK 3
RRV Bath Cirec. L RTT1 loader | oK c:;D
RRVBathCirc.Rate | 4500 ml/min RTTZ loader | Lo =
RRV 0Oil Level L RTT cover I oK
0il Bottle Level oK STT cover | Ok
Water Tank Vol. DE: CTT cover | OK
Cuv. Wash Vol. oK ISE Pri.Wash | o
‘Cuv. Cond. Vol. oK

2) Define the analysis conditions
Q}j See “Chapter 2 Measurement Settings” for details.

ICABM6010/C-4 dEDL 4-9




3) Replenish reagents

®) i. Select [Reagent] > [Reagent Test Monitor] to open the window below.
-y
Q
o frmmmt st
— Systaml}
2 m ?Ul“lnl’ Fragent Scan | Peser |u—am Tests IIDIMIE lﬂﬂtu!l Prist | Exit ||
» . Teat pae  Tma b0 Pt 1 E‘&?"‘ L] Teoaeat te :::I';::I‘JM L Beagrne 3 mw':’g&?"‘
‘L m | e — ] w [T T T —— —
2 e 301 1 o | o [ 1 | | ] 1) . ] ma
(;DU 3 TRl 1] ") ——— 53 | [ [ [ | 20 |— 1 o] 294
c Al SR — | ] I I i1 ——— 374
= 5 1 60| *1s ———— 1193 | 32 | ———— 7
=) Lih 15| 3t —| || ED 1 it ——— A
(0] A 276] 25 [———— ] 2 ] 25— | 320
o cnx 7] o — | | 1 [ I ] 4 — 333
% 3 ALF 0L 1 f———— ] am 1 I | | | 1} - ‘ " ] a4
Q 10 lar 350| 11— 30| 1 ! ! ! 11— 378
(@) 1 seme set| - - - | s 1 I I ] [ I I I ]
c 2 oK 05| 12 — | 26 | ] I I ] 12 | ————
a 13 CH-m 276 25 p——— | ] 2 I | | 5 . ] a0
3 11 any 29| —— | | | | | | | |
) e ] 1 ] —
S i T-cHo 0| f—— | W 1 T [ ] 1 114
o A SE8) N I—— | 250N ] I I J 24| p—— Y
I - = : - ] s | 1 I I 20 = - - 128
T | 0 I I I 28 |——— 1125
I — » [T T T N=———————
o 200 A00Timen 2 200 A00Times 2 200 400Times
M Im-ana Teat bisp Nt ‘ Frew | Nest Page | Teev. Page |

£
1
1
H
:

ii. Check the remaining volume of each reagent.
Write down the names of the tests for which reagents are insufficient.
iii. Click the [Reagent Position] button in the [Reagent Test Monitor] window

The window below is displayed.

o

Bl  Reagent Position R2e Reagent Position RZ  Reagent Poadtion

No: Test 1 Test 2 Test 3 CodeNo RTT1 CodelNo  RTTZ CodeNo  RTTZ
17TF 1 1
2 ALD
3 T-Bil 3 3
4 D-Bil 4 4
5 LD 5 5
6 GOT 74011 74011
7 GPT 74012 74012
¥ ALFP 74040 74040
9 LAP 9 9

10 cK 10 10
11 ck-uB 11 11
12 AMY 12 12
13 T-CHO 13 13
14 HDL-C 14 14
18 2C 15 15
16 11T 16 16
17 aTr 17 by
18 un 16 18
19 CRE 19 139
20 Ca 20 20

Next Page | Prev Page I

iv. Check the RTT positions of the reagent bottles on the [Reagent Position]
window.
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v. Replenish the reagent bottle.
Ig The reagent contains surfactant. Pour it carefully into the bottle to avoid
foaming.
Ig When the reagent bottle has a barcode label on, ensure that it is legible

and not peeled off.

 Jeydeyd

vi. To check the reagent volume, select [Reagent] > [Reagent Test Monitor] >

[Reagent Monitor] button.

The remaining reagent volume is displayed in the [Reagent Position Monitor] window.

[Reagent Position Monitor ]
[RTTL
Fosi. 1 z 3 4 5 ] 1 8 a 10 11 12 13 14 15 16 17 18 18 20
3
Hght {c)

Remain 26 262 277 280 250 275 278 277 255 259 293 276 270 78 272 234 237 415 261 ELH

E==SR S 1 o e e e e 0

A
o
c
==
>
()
=
()
Q
(2}
=
=
()
3
()
>
=

Cancel button

RTT2 \

R 1 2 3 4 5 € 7 [} 9 10 11 12 18 L] 20
a

Hght (em) I

Remai -

639 653 653 615 708 537 514 431 519 418 37 70 409 EL 179 820 917 134 &0

| 1] -

17

vii.  Click the [Cancel] button underneath the reagent tray (RTT) position number
as required.
This button is used to avoid using the reagent placed in the position.

@' If this button is pressed, the corresponding check box is checked in the
[Reagent Container Set] window.

Ig To see the volume of the sample set on the refrigerated sample tray
(CTT), select [Reagent] > [CTT Monitor]. Note that the volume indicated
in this window is the value detected by the liquid level sensor.
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Syshen5)

Clear I tipdae | CTT fen CTT Sunmary Nexe Fage Prev Page Ewin
Dare ¢ Friday, Jansasy 30,
O Time : 14:18:56
Q:)- Syscem # 5 CA11010000
-O Fosi Vol.Lefc VOLUNE DISFLAT IDENTIFICATION Fos1 Vol.Left VOLUNE DISFLAY IHENTIFICATION
=L fma) fm1)
o N o
-
s oo T N2 —
Y o oo N o e ] e
S e N o
= 2 w— N7 —
> B iR LAF R
@ T GGTF m N
= N — w o ]
2 N2 — R —
® SO — N7 w—
= 2N — R S—
z SN e— SN —
o ELI Y 3 o
S EC M
~— 2
Raady Y |

4) Check the lamp energy.
Check the lamp energy weekly in the [Lam Energy Monitor] window.

i. Select [Maint.] > [Lamp Energy]
The [Lamp Energy Monitor] window is displayed.

Check Energy button Meas. Energy button  Collect Data button
”

Systen(s)

[ 1
(of2ame 4D eransi]

. -~
Offmer kD regist Check Ensrgy Hens. Encrgy Calleer Dars

940 am -]  Valt Seale & furn  Fix

e e hestse besa | Euie H

ofszet, emp enecay roan
Weaa.timea| 2000 || mens.cimea| 1000 BT
eas.cycle 25 || meas.eyel=| 23

WL ) W a0 Volt Incemsatyiy)

pae [ = || s [ 2ea7 [oasesz [ aoa

e [ o || B [z [Fosmes [ im0

fsr [ = || hsa [ 2aoes [osesss [ 1m0

e [ = || e [ zmos [ 7asm [ 1o

o= [ || sos [ mseer [ wsest [ o -

s [ o | sas [ zaes [ moaes [ w0

f2r [z || Bre [ zmams [ wem [T e

[sse [ 1| ee [ 247 [7.asiee [ ioa

[sse [ 1| s [ 22eas [moasom [ 1m0

[esa [ = || bwa [ zmeor [Toasess [ oo

[ise [ o || psx [ zases [wasm [ ioa

o= [ || eos [ msess [waows [

pas [ o || Bas [ zase [7.asees [ w0

psa [ c | ees [ zawd [Foawws [ w0 T e

a 100 zo0  ao0 400 soo so0 700 @O0 oo 1000

Rea [ T

ii. Click the [Check Energy] button.

k]

The reaction cuvette containing water moves to the detection position.
iii. Click the [Meas Energy] button.

Spectrophotometry is performed.
iv. Click the [Collect Data] button.

The measurement data is displayed.
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If a value < 80% is shown in the [Attenu] field, replace the lamp. Follow the steps
described in “Chapter 7 Maintenance.”

If a value <4V or > 9V is shown in the [Volt] field, the optical system including

spectrophotometer and lamp might have problems. Contact your local distributor for the

 Jeydeyd

problem related to [Volt]. Solve the problems before proceeding to the next step.

4.3.2 Priming

Priming has to be performed when the cuvette detergent (alkaline), cuvette blank

sample or saline is replenished. Steps are as follows:

1) Click the [PRIME] button in the Operation Panel.

JUSWIBINSES)\ SUNOY

The [Prime Set] window is displayed.

{Prime set Select

& PRIMEL C PRIME2 © PRIME3

PRIME1 PRIMEZ PRIME3
SPP,RPP1,RPPZ line times [5 [to] [0
ple line times |5_ {IT |O_
MIX2 line times |5_ Iﬁ |T

Execute Save | Cancel |

2) Select [PRIME1] and click the [Execute] button.

The priming [PRIME1] starts and finishes in approximately 5 minutes.

g The numbers shown in the white boxes in the [PRIME Set] window indicate
the number of priming to be performed. The figure shown above indicates
that priming is performed for 5 times per line when “PRIME1” is selected. If
you want to change the number of priming, change the number in the white

box.

ICABM6010/C-4 JEOL 4-13
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4.3.3 Washing at startup

1) Click the [WASH] button in the Operation Panel.
The [WASH Set] window is displayed.

2) Select [WASH3] and click the [Execute] button.
The [WASH3] begins and the startup washing finishes in approximately 27 minutes.
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4.3.4 Cuvette blank measurement
@)
Follow the steps below to measure the cuvette blank. Perform the cuvette blank =
. ©
measurement apprOXImately once a week. c'_D"
=
- - - - - A
1) Click the [User Maintenance] button in the [Maint.] window.
The window below is displayed. g
=
.- 3
Exat -‘ Z
~Cuvette blank meas. check- . Batch print- . ~Save of Text File (¢}
Comment [ sample type | | sempie type Q
 Woucine sasple " STAT sample = RMoucine sample  STAT sample 2}
Starc 0 | I Control sample  Calib.sasple O LR TE E
il e | T tate  [Today - CBD
Frint cange 1 - (0]
Uatee blank measurement Foger o, [ 1 o[ o - output For >
e [ measeimea| 1  position No. [ 1ff 38 o[ & Faquential File €3V File o
RTTL posi. | 1 —
Container 1 Tml =  Somple No. I » I ~Save Range
Analy.SubNo. F 1 ¥z 7 - & Ocder Wo. |_1 o I_n
Sommant I MI r fosicion No. | || 5 [
i | Bowc [ Vater Dlank Bateh Peamt — |MT - |
 Sample Mo. 5
- Position Probes for Houtine Cleaning s I'['_‘ - I_‘F
Heas. Statistic
start L
Stare print
Crmtba e Archive of Teat Resules
i'ﬁmltl Blank Datch Print—————————————————————— e Rodtine 'WL‘
Ly Data type  Baved tun  Curcent run  Cantrol ssupie ¥ Beacoion Bace
: Print F meas.  F stacistic
Hoar Tranafer F innormal Cuverte Bacs  |Taday j'
‘ Hoat Tranafer Print atart | Bave | Delete
Pk (i [l

2) Click the [Start CB] button in the [Cell blank meas. check] field.
The cell blank measurement starts and finishes in approximately 17 minutes. The

measurement data and summary are displayed on the workstation monitor.

3) When the measurement has been successfully completed, click the [Save]
button.

The data are saved in the hard disk of the workstation.

CELL BLANK DATE: 1997/10/13 TIME: 16:20 Comment: PAGE: 1

RRYNO  Kind Mark 340 410 451 478 505 545 571 596

CBO71 cCB1 1315 1363 1339 1289 1268 1229 1253
cB2 1318 1362 1339 1289 1268 1229 1252
MEAN 1315 1362 1339 1289 1268 1229 1253

CELL BLANK Statistics DATE: 1997/10/14 TIME: 10:54 Comment:

Wave N MAX MIN RANGE MEDIAN s

340 221 0.142987 0.1238%5 0.019293 0.131638 0.002850
410 221 0.142611 0.129438 0.013173 0.135863 0.002030
451 221 0.140220 0.127685 0.012535 0.1336%1 0.001844
478 221 0.135328 0.122831 0.012497 0.128956 0.001870
505 221 0.133151 0.121184 0.011968 0.126909 0.001786
545 221 0.129350 0.117785 0.011565 0.123393 0.001763
571 221 0.131784 0.120348 0.011437 ©.125880 0.001738
596 221 0.130219 0.118881 0.011338 0.124260 0.001702
658 221 0.133348 0.1219%0 0.011357 0.127339 0.001670
694 221 0.140073 0.128670 0.011402 0.134035 0.001667
751 221 0.12&6890 0.115489 0.011401 ©.120454 0.00151&
BO5 221 0.120842 0.109646 0.0111%6 0.114486 0.001510
845 221 0.139997 0.128%906 0.011091 0.133541 0.001449
884 221 0.124415 0.113472 0.010%44 0.117797 ©.001397

CELL 8LANK Abnormal DATE: 1997/10/14 TIME: 10:54 Comment:

RRVYNo Mark RRVYNo Mark RRYNMo Mark RRYNo Mark RRVNo Mark RRVNo Mark RRVNo Mark RRYNo Mark
446 h 105 1 109 1 1111 112 1 115 1 186 h 220 h

ICABM6010/C-4 JEOL 4-15
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4-16

After the completion of measurement, the statistical results of the cuvette blank
measurement are displayed on the [Realtime Monitor] window. You can print the
results if necessary from the [User Maintenance] window. The position numbers of the

flagged cuvettes are listed in the last part.

The measured value of a cuvette with flag “H” is higher and that with flag “L” is lower

than the average by more than the absorbance + 0.04. These cuvettes are not used for
measurement.

When a significant number of cuvettes are flagged with H or L, perform one of the
followings:

e Replace the reaction cuvettes with new ones.

e Perform [WASH] to clean the cuvettes.
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4.4

Measurement

4.4.1

A Warning
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When performing calibration or patient sample analysis, the probes and trays move. Never
touch the probes and trays while they are moving. This may lead to injury or infection of

the operator, or damage to the analyzer.

Measurements of calibrators and control samples

Calibration must be performed before measurement.

For the ISE unit, calibration is required respectively for serum and urine. If the calibrator for
urine is used for serum calibration, or vice versa, the precision and accuracy will be reduced.

Also, note that the previous calibration values are cleared when calibration starts.

These measurements can be performed for chemistry tests and ISE tests either separately or
simultaneously. In order to perform them simultaneously, preparation must be completed for
both the chemistry and ISE tests. Following are the steps for the calibration (reagent blank
and calibrator measurement) and the serum control measurement for quality control (QC) for

chemistry tests.

I Calibration (reagent blank and calibrator measurement) and
control sample measurement for chemistry tests

1)

2)

Prepare the samples.
Dispense the sample in the container specified in [QC] > [QC Sample Definition]

window and set in the position defined in [Calibration] > [Calibration Setup] window.

Start measurement.
Click the [START] button in the Operation Panel. The [Start Conditions] window is
displayed.

ICABM6010/C-4 JEOL 4-17



Start Conditions

Calikration

&ultipnt.smp. F Rnalyze TTHNO. & 98 c 99

@)
Q:)- Singlepnt.snp. ¥ Analyze
-%. « Calikration ¢« Special calik.
- Temp.test select | Temp.sample select |
N
Control
Control smp. W Analyze

Temp.test select | Temp.sample select |

rPatient sample

gnalysis mode © Barcode & Cup posi.

hray Ho. | Temp . cup/tube select

Routine sup. [ RAnalyze -
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Start Cancel

When there is a test which uses the multipoint calibrator, check the “Analyze” check

box for [Multipnt.smp.] in the [Calibration] column.

Select either “98” or “99” for [TTNo].

Select “Analyze” for [Singlepnt.smp].

Select either “Calibration” or “ Special calib.”

Select “Analyze” for [Control smp.] in the [Control] column.
Click the [Start] button in the [Start Conditions] window.
The measurement starts and the results are generated.

B' By clicking the [Start] button, the calibration and control measurement
begin, and the countdown for automatic calibration and the test time count

for automatic control (item) are reset.
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% Calibration and control measurement for ISE test

1)

2)

3)

4)

Set calibrators.

Dispense the calibrators in the containers defined in the [CTT Setting] window

accessed via [Setup] > [ISE Parameter Settings] > [CTT Set], and set the containers in

the positions C-11 to C-14 defined in the [CTT Setting] window. For serum, set

“Serum H-STD” and “Serum L-STD,” and for urine, set “Urine H-STD” and “Urine L-

STD.” The measurement begins with “Serum” and “H-STD.”

g The default values are: C-11 to C-14. To change the position on the
refrigerated sample tray (CTT), select [ISE Parameter Settings] > [CTT
Setting] window.

"Set calibrator

Select the sample type and refrigerated sample tray (CTT) position.

For the sample type in the [ISE Parameter Settings] window, select “Serum/Urine” for
[Serum/Urine] under [Calibration] in the [Electrolyte set] column. To select the CTT
positions, open [QC] > [Sample Select], and click [C-11] to [C-14] buttons.

Select the type of calibration.
Click the [START] button in the Operation Panel to display the [Start Conditions]

window. Select “Analyze” for [Singlepnt.smp] in the [Calibration] column.

~Calibration

P"Iultipnt .smp. [ Analyze

‘Singlepnt L Snp. ¥ A

« Calibration ¢« Special calib.

Temp.test select | Temp.sample select

Select either [Calibration] or [Special calib.].

g These options are not displayed here if “Analyze” was not selected in Step
1.

Start calibration.

Click the [Start] button in the [Start Conditions] window. Measurement of ISE

calibrators begins first. The measurement is repeated 3 - 8 times until the difference in

the calibration value (the sample potential minus the buffer potential) between the

current value and the previous value falls within the allowance.

ICABM6010/C-4 JEOL 4-19
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When calibration of the ISE test is achieved, the calibration for chemistry measurement
begins. The ISE calibration values are displayed in the [ISE Monitor] window for

comparison with the previous values.

\ﬂj The calibration for the ISE test can also be performed independently from
the [ISE Operation] window.

& Measurement of control samples

4-20

1)

2)

3)

4)

3)
6)

Define the control samples in the [QC Sample Definition] window
Select [QC] > [QC Sample Definition] to define the control samples. (\ﬂ_,“‘ See Section
2.2.6.)

Set the control samples.
Dispense the control samples in the respective containers specified in the [QC Sample
Definition] window, and set the containers in the refrigerated sample tray (CTT)

positions specified in the same window.

Select the control samples in the [Sample Select] window.

Select [QC] > [Sample Select] to select the control samples defined in Step 1.

Click the [START] button in the Operation Panel.
The [Start Conditions] window is displayed.

Control

Control =mp. Fjﬂﬂéj§gé

Temp.test select | Temp.sample select

Select “Analyze” for [Control smp.].
Click the [Start] button in the [Start Conditions] window.

g If you do not intend to perform the control measurement, do not select
“Analyze” for [Control smp.].

dEDL ICABM6010/C-4



I Changing tests for calibration and control measurement

You can temporarily change the test selection and sample selection respectively in the

[Temp.test select] and [Temp.sample select] windows accessed via the [Start

 Jeydeyd

Conditions] window. Since this is only a temporary change, the original settings of

[Test Select] and [Sample Select] remain the same.

This function is useful when you want to temporarily change the test or sample
selection to perform another calibration and control measurement because the result of

the calibration or control measurement was not valid.

" [Temp.test select] window

Select [Start Conditions] > [Temp.test select] to open the [Temp.test select] window

JUSWIBINSES)\ SUNOY

shown below.

~Test Tabla

BLX STD Control BLE arD Control

i.xr 31.118
2.ALE 32.ChE
3.7-Bil 33.cu
4.D-Bil 34.A/G
5.1D 35.Lipe.
6. GOT 36. Hemo .
7. GRT 37.Icte.
8. ALE 38.Na
9.LAR 39.%
10.CK 40.c1
11.CK-wB

Select

Page Select
{ Next Fage ‘ Prev Page | Return

Select tests for either [Calibration] or [Special calib.] depending on your selection in

the [Start Conditions] window. Note that the changes made in this window are

’7 @ BLK © STD C Control gelect ALl | Clear ALl ‘

temporary.

[Test Table] Select tests respectively for [BLK], [STD] and
[Control] in this table.

[Select] In this column, select either [BLK], [STD], or [Control],

and click the [Select All] button to chose all the tests
selected above. Or, click [Clear All] to clear them all.

» [Temp.sample select] window

Click the [Temp.sample select] button in the [Start Conditions] window to open the

[Temp.sample select] window shown below. (If you have selected the [Temp.sample
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select] button in the [Control] column in the [Start Conditions] window, the “TT98”

and “TT99” options in the figure below are not shown.)

-y
m Temp.sample select
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2-21 Control A e
Cancel | Clear | Return |

Change the samples selected in the [Sample Select] window temporarily here. The
changes can be made respectively for [CTT], [STT98], and [STT99].

[Cancel] button Click this button to cancel the temporary sample

selection and return to the [Start Conditions] window.

[Clear] button Click this button to clear all the selected items.
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4.4.2 Patient sample measurement
. . )
1) Select [Request] > [Order Entry] to display the [Order Entry] window. 2
Define tests for each sample here. %
4
Tests to be performed on a sample are designated with the “Sequence numbers” and N~
“Test name” defined in the [Process Sequence] window. If any one of the ions “Na,”
“K,” and CI1” is designated, The ISE test is performed for all three ions. However, the %U
c
result will be reported only for the ordered ion. =
(0]
e
SystemlE) %
Entry Setup Batch Entey Batch Func. Brelete Teata }kl‘ Bockorder | Coeate Prafile| COreate Liat View Borklise | Hoat cequeat Exit [ ‘ m
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" Measuring samples with no barcode label

Defining the sample individually by position numbers (sample tray (STT) and cup
position numbers)
1. Click the [New] button in the [Order Entry (Sequential)] column on the left side of
the [Order Entry] window.
2. For [Posi.no], enter the STT number in the first field and the cup position number
in the second field.
IgThe analyzer has only one sample tray (STT), but more than 84 samples can be
efficiently defined at one time by using virtual STTs in this manner. The STTs numbered 2
and upwards are those virtual trays. In actual operation, the measured samples are

removed and new samples are added manually.

3. Select tests to perform on the sample in the [Test table].

4. From the drop-down menu of [System Dilution Mode], select one of the options

explained below. You can set the mode for each test.
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[M Cond] The system measures the sample using the sample
dilution condition specified in [ Analytical conditions]

in the [Analytical Parameters (Chemistry)] window.
[D1-D4 Cond.] The system measures the sample using the sample
dilution condition for rerun specified in the [Rerun
Conditions Set] in the [Analytical Parameters
(Chemistry)] window.
5. For [Container type], select the type of the container to be used for the sample.
6. For [Samp.type], select “1:Serum” for the serum measurement or “2:Urine” for the
urine measurement.
7. For [Dil.factor], enter the dilution factor when using a diluted sample.
8. For [Comment], [Sex], [Age] and [Blood collection date], enter information as
necessary.
9. Click the [Enter] button.
Defining a same measurement condition simultaneously for multiple samples by
position numbers (the sample tray (STT) and cup position numbers)
Follow the same steps up to Step 8 described above (before clicking the [Enter] button).
9. Instead of clicking the [Enter] button, click the [Batch Entry] button on the
command bar at the upper side of the [Order Entry] window. The [Batch Entry]
window opens.

T —— x|

[Last no. entry format

 Samp. no. # Posi.no.  Number of sample

Last sample number
Last Position No.: Tray no.|l —-Position no¢45

Number of sample

1

Execute | Cancesl |

10. For [Last no. entry format], select “Posi. no.”
11. For [Last position number], enter the last STT position number.
Enter the tray number in the first field and the position number in the second field.

When two or more STT numbers are used, the samples are automatically defined up to the
position 84, and then the remaining samples are defined from the position 1 of the next
STT number.

12. Click the [Execute] button.

Measuring samples with barcode

Defining the samples individually by entering sample ID manually
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1. Click the [New] button.

2. Enter the number on the barcode label manually in the [Samp.no.] field. The
barcode number should comprise up to 13 alphanumeric characters (A-Z, a-z, and
0-9).

3. Click the tests to perform in the [Test table] column in the central part of the
window.

4. From the drop-down menu of [System Dilution Mode], select one of the options
explained below. You can set a mode for each test.

[M Cond] The system measures the sample using the sample

dilution condition specified in [Analytical conditions]
in the [Analytical Parameters (Chemistry)] window.

[D1-D4 Cond.] The system measures the sample using the sample

dilution condition specified in the [Rerun Conditions

Set] in the [Analytical Parameters (Chemistry)] window.

5. For [Container type], select the type of the container to be used for the sample.

6. For [Samp.type], select “1: Serum” for the serum measurement or “2: Urine” for

the urine measurement.
7. For [Dil.factor], enter the dilution factor when using a diluted sample.
8. Fill in the [Comment], [Sex], [Age] and [Blood collection date] fields as required.
9. Click the [Enter] button.

Defining a same measurement condition simultaneously for multiple samples using

sample ID

Follow the same steps up to Step 8 described above (before clicking the [Enter] button).

9. Instead of clicking the [Enter] button, click the [Batch Entry] button on the top bar
in the [Order Entry] window. The [Batch Entry] window opens.

 — x|

{Last ne. entry format

* Samp.no.  Posi.no.  Number of sanple

Last zample number IXXXXDDD4H

Last Position Mo.: Tray no.l —-Positicon n01

Number of sample

Execute | Cancel |

10. For [Last no. entry format], select “Samp.no.”

11. For [Last sample number], enter the last sample number.

The same test is registered for the successively numbered samples from the number you

entered in the [Order Entry] window up to this number.
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12. Click the [Execute] button.

2) Dispense the sample in the container and set on the sample tray.

When you set a sample in a container, confirm no air is trapped in the container,

 Jeydey)

especially near the bottom. If any air bubbles are formed when dispensing the serum in
the sample container, be sure to remove them. Otherwise, the air bubbles will be

aspirated to cause an abnormally low measurement value.

3) Select [Request] > [Test Select]. Select “Routine/Priority/STAT
samp.meas.” in the [Test select] column, and confirm that the target tests
are shown selected in the [Test table] column.

Here you can deselect tests as required. However, this deselection is applied to all the

samples.
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4) Start measurement.
Click the [START] button in the Operation Panel. The [Start Conditions] window

opens.

Start Conditions

Calikration

&ultipnt.smp. r Rnalyze
Singlepnt.smp. © Analyze

Tenp. tesic select | Temp. sample select |
Control
Control sup. [ RAnalyze
Temp. tesit select | Temp.sample selsct |
rPatient sample
Pnalysis mode © Barcode © Cup posi.
hray Ho. | Temp . cup/tube select

Routine sup. W RAnalyze =

Start Cancel

1. In the [Patient sample] column, select “Barcode” or “Cup posi.” for [Analyze

mode].

Select “Barcode” when the sample containers have barcode labels and you select to use

them.
Select “Cup posi.” when you use the sample tray (STT) and cup position numbers.

If you have chosen “Cup posi”, enter the number in [Tray No.].

Skip this step if you have chosen [Barcode].
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2. Check “Analyze” for [Routine smp.] in the [Patient sample] column. In the fields

next to it, enter the STT position numbers used for measurement to define the

@)

range. QD)-

©

3. Enter the STT number in the first field and the cup position number in the second field. c"_e"

Skip this step if you have chosen [Barcode]. -

4. Click the [Temp.cup/tube select] button. The [Temp.cup/tube select] window =

opens. 8

=z

>

Posi. I Status / Container Posi. I Status / Container FPosi. I Starus / Container Posi. I Status / Container

1. I Iu:Pn’.arity Requesteﬂ 220 ]’u:Priarity Raquasteﬂ T mﬂ 6a. [mz. %

2. [1:10m0 tube 5] 23, £ [o:eriority Requeste| @4, T [0:priority Requeste] 5. [ [0:priority Requestes] o)

3. [ [1:10ml Tuks =l 24, [ [o:pricrity Requestez| 4S. I |0:Pricrity Requsstes] €6. [ [0:Priority Requeste’] (7))

Q. r [1:10ml Tube ki 28, r [o:ericrity Requested| 46, C0: Priority Requestex|  &7. T 0: Priority Requeste | E

&, I [1:10ml Tube 3 26, [ [0:priority mequeste®| 470 [ |0:priority Requeste®| 88: [ |0:pelority RequesteS] D

RET 1 : 1001 Tube =2 o priority Requost!ﬂ a8, mﬂ 69. [m:ﬂ 3

7. [ [o:vriceity Roquestes] 28, [ [0:eciority Requestes] 8. [ [0:priosity Requestes] 70. [ [0:eriority Requestes] [0)

8. I [0:Priority Ruqueste?: 29, | [0: Priority Requested 50. m 1. [ [0:Priority Requestes| ':_,._
9. [ |0:Prierity Requestex| 30. O |0:Priority Requestex| S5i. [ m 72. © [0:Ericrity Requeste¥]
10, C|0:pricrity Request<®| 320 |0: Priority RequesteS| 8520 m 93 Cho: priovity Roqunauj_
11, [ [0:Priority Requestex]| 32. [ [0:Pricrity Requeatej Lol ' |0:Prim‘itv Request.(:] e m‘i
12, [o:erierity Requestes] 33 [ [0:pricrity Requestes] S8, [ [0:priority Requestes] 78, [ [0:priority Requestes]
13, [ [0:Priocity Requestes] 4. [ [0:Priosity Reguestes] 55 [ [0:Priority Requestes] 6. [ [0:Priocity Requestes]
14. .LI: Pricrity Requeste:. 35, O _|u: Pricrity Reauasteﬂ 56. .’m‘a St [me‘i
15, [ [0:Priority Requestes] @6, [ ]u: Priority Requestez]| 5%, [ [0:Priority Requestez] 8. [ [0:Priority Requestex
16, [ |0:Pricrity Requeste?| 37, [ |o:Pricrity R&quest(_v_. 8. [ |o:Pricrity Requeste?) ?‘9_.__ r [orecicricy Reguested)
17.  [0:erierity Requestes] 3B. I [0:pricrity Requestes] 59. I [0:pricrity Requestes] B0, [ [0:priority Requestes]
I8, T |0:pricrity Request<S| 3800 HH0: priority Requeste®| N BOGRTEH0: priority Requeste S|l 8L T 0: Prioricy RequesteS]
A9, T fo:pricrity Requeste®]l 00T [0: pricrity Requeste|l B1. T W B2. [ |0:Priority Requested|
20, I [o:eriosity Requeste=| 41, ]0: priority Requeste®| B2, W 83,  |o:eciority Requestes]
cabe .u:Briorir_y Requeste i @2 [D:Priority Requesta® M. W W B.G. - .n:Pricri\:y Requaste®|

Container set: lu:pri"ir.y Requeste —| 1 = Fl_ g'_x'.'ﬂghnl e |

If you use a type of the sample container that is different from the one already specified in
the [Order Entry] window, you can change the value for each position by selecting a
container type from the drop-down menu under the [Status/Container] header. Also, if you
want to measure specific samples sooner than others samples, check the box under the “I”
header for those specific samples. To return to the [Start Conditions] window, click the
[Return] button. Note that the [Execution] button is used when you have made a change in
the [Container set] setting to the left of the button.

5. Click the [Start] button in the [Start Conditions] window. If you have selected

“Barcode,” the analyzer reads the barcode labels and then the [Sample

Confirmation] window is displayed on the workstation monitor.

ICABM6010/C-4 JEOL 4-27




 Jeydey)

Py,
©)
c
=r
)
®
=
@
Q
(7))
c
=
)
3
@
>
—

4-28

oK [ Cancel l Ratry I Timer OfF I DUIIER |

In the [Sample Confirmation] window, confirm that the correct barcode number is
shown for each cup position on the STT. If the correct barcode number is not shown,
you can manually enter the correct number in this window.

If the analyzer cannot read some of the barcodes of the samples for which tests have
been registered in the [Order Entry] window (due to stains, etc.), you can re-register
them by manually entering the barcode numbers in the fields that correspond to the
container positions.

Here, you can also specify the priority of the samples to be measured by checking the

corresponding boxes.
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4.5 Checking the Calibration Results

Select [Calib.] > [View Calibration Curve] to view the calibration results in the [View

Calibration Curve] window.

 Jeydeyd

1) Display the calibration result of the test to check.
Select [Calib.] > [View Calibration Curve], and select the test from the [Test name]

drop-down menu.

The calibration result is displayed for the selected test.

Sysemiz)

Bave | Slear | Roapproxim. || Print l Ealib. bistary | Salib, luﬂe?l Bz ™ | | Exit II
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Exp. aate [2008/11/15
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2) View the calibration summary with the detailed information.
Click the [Calib. Summary] button in the [View Calibration Curve] window. The

[Calibration Summary] window opens as below.

T 2]

LEH Test name Clasaif " DLANE 4T EZ-DLANK r User

T 7.3000 0.00012 0.37127 0.00117 T5.6024 R A

2 ALB 4.5000 -0.0018 0.16678 -0.0009 26,9043 UBR ” I

3 Tenis 2. 0000 o, 00036 0,37732 0,00187 £,30050 usk

4 D-bin 5.0000 =0.0022 -0.2109 -0,0021 -23.713 USR BLANE |

L] o 200. 000 0.00032 b.085246 0.0008% 2099.43 usR

&  AST 5. 0000 0, 00026 0,09521 0,00057 997.745 uUsR 20 |

7 AT 58, 0000 0, 00025 0, 0866 0. 00073 1130.62 UK

1] ChE 200.000 -0.0017 0.03657 -0.0009 5460.8% UBR u-.“l

g ALF 150, 000 -0.0011 0,00791 0. 0009% 18961.3 USR

10 Lap 100. 000 =0.0011 0.03673 0.0000% 2722.74 USR ¥ I

1 cote 80. 0000 -0.0014 -0.0215 -0. 0000 -3720.5 U8R !
12 CKE 200. 000 0.0004% 0.07961 0.00074 25%12.3% usR

13 CK-MD 10. 0000 0, 00234 -0.0271 0.00204 -369.35 UBR pelne
14 Ay 150. 000 0.00255 0.03498 0. 00625 4Z88.45 USK

15 LIR 300. 000 0.00048 0.18440 -0.0012 1426.086 USSR

16 T-ChO 50,0000 0, 00366 -0.1362 0. 00388 -361.75 USR Tays
17 MDL-C 150. 000 =0.0018 0.1770% =0.0015 B47.330  USR

e ki) 1.0000 -0.0004 -0.0460 0.00116 -21.751 usR

19 TT 1.0000 0,00056 0. 10655 0,00148 $,3813% usk P
20 317 2.0000 0, 00156 0, 26740 -0, 0042 7.47938 Uk

21 uN 2.0000 0,00171 0.16594 -0.0018 12,0522 uUsR

23 CRE 10.0000 =0.0007 -0. 1268 -0,0022 ~78.894 USR

23 uA 1.0000 0, 00517 -0.2104 =0, 0042 -4,7535 USR T

24 ca 1.0000 0.0002% 0. 41662 0.104586 2.40027 usSR

25 1P 1.0000 0,00034 0, 08702 UBR

6 T 1.0000 0, 00000 0. 14169 uak o
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3) View the calibration history.

4-30

4)

Click the [Calibration History] button in the [View Calibration Curve] window. The
[Calibration History] window opens. The calibration results of the past 60 calibrations

can be checked here.
[ 1
N Tamr s mm‘:ﬁﬁﬁ;‘ﬁm CECT T r_':}—n—lﬁ‘

7 @7
3 01 ASTD)
1.0 PP

11 T-cno el
14 Bin g
¥ 0.6

0.4 |

::::: L5 B TR REL S TR

Perform calibration again if necessary.
If one or more tests show invalid calibration results, perform calibration again after
eliminating the possible cause. Use the [Temp.test select] and [ Temp.sample select]

windows accessed from the [Start Conditions] window to select the test to be measured

again.
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4.6 Checking the Control Sample
Measurement Results

 Jeydeyd

T Types of quality control (QC)
Three types of QC are available as follows.
Real-Time QC Features a twin-plot chart using the data from the
control samples collected from the start of the system

by the [New Start] mode. It is used to check the

precision of the current measurement data.

Daily Precision Control Uses X-charts representing all the measurement data
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from the control samples completed in one day. The
purpose is to review the quality of the current day's

measurement.

QC Cumulative Features X-R charts of the data from control sample
measurements collected daily. It is used to compare

precision amongst plural measurement days.

% [Real-Time QC] window
1) Select [QC] > [Real-Time QC].

The window below is displayed.

H

[r-cnare T [ _] Iln'tum! on 1me edit Euse |

10
LA 1

1
Fealy

The measurement data from two control samples are displayed in line plot respectively

for the selected tests.
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2)

3)

Check the range of the result values.

The chart display scale of each test is determined on the basis of the mean and standard

deviation (SD) values for [Daily QC] in the [Control Data Registration] window

accessed via the [QC] window. Check the range of the control measurement values so

far in the day in relation to the Daily QC values.

Also, when the results of control sample measurement fall within the following

conditions, flags are displayed with the results.

e 2SD <| (Result)—[Mean Value (X)] | <3SD. When the result value falls within
this range, the flag “1” or “h” is posted with the value in the report.

e 3SD <| (Result)—[Mean Value (X)] |. When the result value falls within this
range, the flag “L” or “H” is posted with the value in the report.

A posted flag indicates that the value is largely deviated in relation to the “Daily QC”

values.

[Twin-Plot] display

Select “Twin-Plot” from the [View] drop-down menu on the top command bar in the

[Real-Time QC] window. You can also select it in the display option drop-down menu

on the upper-left side of the window.

Display option combo box Test name combo box

Syetendg) Wil Seitngl@  Hebdd

[Tein-Plot E||| 3.067 (Conzeel A, Comerol B ﬂ Registraticn list mgl Exae |
No_ ‘Conlrol 1 Conlrol 2
Carirl S Qe
Ban A fl
§ 3:?3 23:23 Canfrol SO 0.486 0.374
59 63 52,82 m“’- s 5
a 5977 52 B0 et 59“ 52“?‘
5D 0,48 0.374
cy .62 0.1
Min, 50,62 51,84
Man 5017 52.
3 1.15 0.98
Measurement
data
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The twin plot chart representing the measurement values of the two selected control

samples is displayed. To see the chart for another test, select that test in the second left

drop-down menu under the top bar.
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4) Check the range of the result values in the [Twin-Plot] display.
The values of the samples highlighted in the list on the left side of the window are
plotted as blue dot in the graph on the left. The graph on the right shows the enlarged

view of the area in the red frame.

 Jeydeyd

You can move the red frame on the left graph by clicking anywhere on the graph with a

mouse. The new red-framed area is now shown magnified on the right graph.

JUSWIBINSES)\ SUNOY

-35D -25D MEAN +28D +33D
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I Daily precision control ([Daily Precision Control] window)

1) Select [QC] > [Daily Precision Control].

The window below is displayed.

System Wiew(y) Setting(T) Help(H)
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Jcontror B =/[z-chare = Print | Save Delete mc':t;""":l:ﬁ‘:: _cﬂ“::fn‘“ Display e Exit
TGOT [MEAN=61 084 5D=0512 2 GPT (MEAN=43 684 5D=0 383 3.GGTP (MEAN=52 474 SD=0.374)
62.621 +35D 44 832 +35D 53 596 +35D
62.108 +28D 44 449 +25D 53222 +25D
61.084 MEAN 43 684 MEAN 52474 MEAN
60.060 -25D 42,919 -25D 51.726 25D
59 547 -38D 42536 -35D 51.352 -35D
z 5 1 3 5
4.TP (MEAN=6 548 SD=0.027 5 ALB (MEAN=3 606 SD=0.027 0663}
6628 +35D 3 687 +35D 120 170 +38D
6 602 +25D 3 660 +25D 119 507 +28D
6.548 MEAN 3.606 MEAN 118.182 MEAN
6494 -25D 3.552 -25D 116.857 -25D
6468 -35D 1525 -35D 116.194 -35D
1 3 5 1 5
7.TG (MEAN=86.366 SD=0.277 8.BUN (MEAN=15.316 SD=0.081
87.196 +3sD 15.560 +35D +35D
86.919 +28D 15.479 +28D +28D
86.366 MEAN 15.316 MEAN MEAN
85813 -28D 15.153 -28D -25D
85536 -38D 15072 -35D -38D
' 5 1 4 5
10.UA (MEAN=4 696 SD=0.022 11.AMY (M| 0.430 SD=0.162)
4.762 +3SD 50.917 +35D +38D
4740 +28D 50.755 +28D +28D
4 696 MEAN 50.430 MEAN MEAN
4652 -28D 50105 25D -25D
4630 -35D 49943 -35D -38D
1 3 5 1 3 5 1 3 5
Ry TR
The results from the measurements of the control samples from the time the system
started with [New Start] from the “BioMajesty” start-up window are shown in
chronological order of measurement. The graphs are displayed by control sample and
by test. The display scale for each test depends on the [Daily QC] values set in the
[Control Data Registration] window.
2) Check the range of the result values.

Check the range of the control measurement values in comparison with that of the

[Daily QC] values for each test. When the range is within +2SD, the background of the

chart is shown in green. When the range is greater than +2SD, the background of the

chart is shown in reddish brown.
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3) Display the control sample data.

Select “Control Data” from the [View] drop-down menu on the top command tool of

@)
the [Daily Precision Control] window. You can also select it in the display option =
©
drop-down menu on the upper-left side of the window. o
=
Daly precision Contral EAN
Spdem (s velr) Seong(T) Heb()
[contrar & 7] [contrai pata =] [ Print I Save beiere [ 96 Cmulstive | Save | Displey order | o peneter Exit
Tast 2.ALB ralep o g
Meas. num: £l RN E
gl i Control D =
Ave.: B. 627 “Control E -
a0 0.052 [~ Control F o)
CControl G
ov 0.61 Control H Z
Min.: B.58 Control |
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: gs Control L = %)
=
()
Test 1 [arE =] page: Next Prev 3
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pouso130 10:04:09 8. 65 ol [pan | | | =l | ] e
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The control sample number, measurement values, statistical data and line-plot (X-
chart) for the selected test are displayed by control sample. The test can be selected in
the [Test] drop-down menu.

Up to 200 control samples can be displayed in the [Daily Precision Control] window.
When more than 200 samples have been measured, only the most recent 200 samples
are displayed in the reverse chronological order and the control sample number moves
forward. The statistical processing takes into account only these 200 samples. The data

from the samples preceding these 200 samples are deleted and cannot be retrieved.

4) Check the data.
After selecting a control sample, select a test in the [Test] drop-down menu located in
the mid-level of the window. The measurement data of the control sample for the
selected test are displayed.

5) Exclude an arbitrary measurement value from statistical processing.

Click the [Omit] button to the right of the relevant measurement value shown in the

lower half section in the [Daily Precision Control] window.

The measurement value is deleted. When a measurement value is excluded from
statistical processing by clicking the [Omit] button, the comment field to the right is

activated. You may enter the reason for exclusion.
Be sure to click [Save] after deleting a value.

The window below is displayed after the [Save] button is clicked.
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Daily Precision Control |

LY ? ) Add Daily ko O Curmulative Data?

Yes | | {[u} I

Click [Yes] to save the deletion of the value. The measurement value is excluded from
the statistical processing to obtain the cumulative QC value.
Do not click [Save] if you do not want to exclude the measurement value from the

processing.

B' The [Print], [Save], [Delete], [Save Control Data] and [Display order test]
buttons are only effective for the type of control sample that is currently
displayed. One button click does not affect all the sample types
simultaneously.

g Once the measurement value is deleted, it is deleted even when the [Save]
button is not clicked. However, when the [QC Cumulative Calculation]
button is clicked to calculate the cumulative QC value, the deleted value is
retained.

Display the QC value list.
Select “QC list” from the [View] drop-down menu on the top command tool of the
[Daily Precision Control] window. You can also select it in the display option drop-

down menu on the upper-left side of the window. The following QC list is displayed.

Systeen {5) Viewl¥) Setog(T) el

Frors dfroe [ rvow | s | ouew [SSRNE ol [ s | |

7)

4-36

3 8627 004672 0.81 858 871 013
T-BiL 1 3.970 0.017 0.42 3.95 3.99 0.04
D-BiL 6 10.212 0,058 057 10,14 10.27 013
LD 6 1575335 9251 059 1566.02 1589 55 23 53
AST G T47.907 2.004 0.27 T45.69 750,63 4.94
ALT 6 169,903 3.281 043 166,14 T74.41 8.27
ChE & 1523.075 5444 0.36 1515 96 1529 82 1386
ALP i3 1029060 8830 086 101515 1037.77 2262
LAP 6 759,128 3,863 0.51 755,65 763,55 7.80
GGTP 6 647 225 3.062 047 643 67 651,29 7.12
CK i3 1569 465 £.363 0.53 1557 65 1581.77 2412
CRP 3 9477 0012 0.12 947 949 002

o )

The statistical results are displayed by test for each control sample type.

Check the data.

Follow Step 5 above if exclusion of some data is required.
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8) Register the data for cumulative QC calculation.
Click the [QC Cumulative Calculation] button.

The window below is displayed.

Daily Precision Control x|

! ? ) Add Daily ko QC Cumulative Daka?
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Yes | [ u]

Click the [Yes] button to display the [QC Cumulative Calculation] window.

QC Cumulative Calculation x|

Control(C):

Control A

Control
ntrol
ntrol D Cancel
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Control
Control
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Click and highlight the control sample types to use and click [OK]. The mean value
and range are registered as of the current system date to be used for cumulative QC

calculation.
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% Quality control of the measurement data over multiple dates

1) Select [QC] > [QC Cumulative].

The window below is displayed.
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The data collection period is displayed on the left side in the blue upper border of the
window. The default period is the last one month. The X-R charts represent the
average and range of the daily control sample measurement values during this period.
The graphs are displayed by control sample type and by test. Each graph is displayed
in the scale defined in the [QC Cumulative] column in the [QC] > [Control Data

Registration] window.

2) Check the range of the result values.
Check the range of the control values in comparison with the [Daily QC] values for
each test. When the range is within £2SD, the background of the chart is shown in

white. When the range is out of this range, it is shown in green.
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3) Display the control sample data.

Select “Control Data” from the [View] drop-down menu on the top command tool of

2007/01/18 2007/02/02 ~ ao0mownt

@)
the [QC Cumulative] window. You can also select it in the display option drop-down =
. . . . je)
menu on the upper-left side of the window. The data is now displayed as below. o
A
I
|crmr.rn| | ICnnl.rnl Dara _vj Teinn | Save | Brlece | ”“3:‘;‘““ N”‘:‘::‘“tl Fuir x
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Test: Z.30T 376 [
Date mum: 31 36.0 =z
Nim: 30 _Control G 3.0 c:D
e 327 Gontral D ¥
SGontro 80.0
on: 9k :'gnn::ui E 6.5 Z
(=5} 1.47 Coantral G (‘D
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The date, mean value, value range, and other statistical results of the selected test are

displayed in an X-R chart for the selected control sample type.

4) Check the data.
Select a test in the [Test] drop-down menu located in the mid-level of the window. The

cumulative QC values for the selected test are displayed.

5) Exclude the cumulative QC value of an arbitrary date from the statistical
processing.
Click the [Omit] button to the right of the relevant cumulative QC value in the data
display section in the lower part of the window to delete the value. When a
measurement value is excluded from statistical processing by clicking the [Omit]
button, the comment field on the right side is activated. You may enter the reason for

exclusion, for example.

Be sure to click [Save] after deleting a value. The value is excluded from the statistical
processing to obtain the QC values. The window below is displayed after the [Save]

button is clicked.
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6)

7)

4-40

QC Cumulative |
\ ? ) Is i Cumulative data saved ¥

es Mo |

Click [Yes] to save the deletion of the value. The relevant value is excluded from the

statistical processing to obtain the cumulative QC value.
Do not click [Save] if you do not exclude the measurement value from the processing.

g The [Print], [Save], [Delete], [Save Control Data] and [Display order test]
buttons are only effective for the type of control sample that is currently
displayed. One button click does not affect all the sample types
simultaneously.

Display the QC value list.

Select “QC list” from the [View] drop-down menu on the top command tool of the [QC

Cumulative window. You can also select it in the display option drop-down menu on

the upper-left side of the window. The following QC list is displayed.

[eorreor & =] fae Laae

=k
=

b
=

1 LDH 30 ]
2 GOT 20 1
3  GPT 30 2
4 ALP 20 14
5  LAP 22 2
6 fA-GTP 22 1
1 ChE a2 &
8 CE 30 5
9 CK-MB 20 5
10 AMY 30 3
11 TG 2 5
12 T-CHO 22 ]
13 HDL-G 22 1.1
14 LDL-G 22 ]
B TP 20 0.3
16 ALE 20 0.2
17 T-BIL 30 0.1
18 DBIL 20 0.1
19 CRE 20 0.1
a0 UA 80 0.2
21 UN 30 1.1
24 Ca 20 0.7
a6 (1 2 0.3
26 TFe a2 1
ar  UIBG 22 10
22 GLU 14 1
i TR %

The cumulative QC values (statistical data of daily QC values) are displayed by test for

each control sample type.

Check the data.

Follow Step 5 above if some data exclusion is required.
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4.7 Urgent Sample Measurement

Two methods are available for urgent sample measurement: “Priority” and “STAT

port.” “Priority” is a method by which the relevant sample defined as “Priority” is

 Jeydeyd

placed in the sample tray (STT) to be measured sooner than the other samples, while
“STAT port” is used instead of STT to set an urgent sample to be measured ahead of
other samples. The STAT port can accept only one sample at a time. Either method

may be used, depending on the case.

4.71 “Priority” measurement

The samples are defined as “priority” in the [Order Entry] window.

The [Temp.cup/tube select] and [Sample Confirmation] windows are also used for
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defining the “priority” samples.

#" [Order Entry] window

Select [Request] > [Order Entry]. Select “Priority” for [Type] in the Order Entry
(Sequential] column in the left side of the [Order Entry] window when defining tests

on the sample. The sample will be measured sooner than the other samples.

Select Priority Button
A
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" [Cup/Tube Assign] window

Select [Request] > [Cup/Tube Assign] to display the window below.
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This window is used to define the priority, status and container type for each STT
position. Check the box under the [Pri.] header corresponding to the relevant STT
number to measure the samples sooner than non-priority samples. Setting in this

window has priority over that in the [Order Entry] window.

Also, a container type different from the one already specified in the [Order Entry]

window can be defined here.
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4.7.2 STAT port

Measurement from the STAT port is available when the system mode is [START],
[READY], [Processing], or [PAUSE]. Only one sample can be set in the STAT port at

 Jeydeyd

a time. After sampling of the current sample is completed, the next sample can be

placed in the STAT port.

1) Set the sample
Set a sample in the port and push the lever in when the system mode is either [START],
[READY], [Processing], or [PAUSE].

JUSWIBINSES)\ SUNOY
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2) Define values in the [STAT port] window

When the sample is pushed in, the [STAT port] window is displayed. However, the

window is not displayed in the [WAIT] mode or [Processing] mode, from which the

measurement cannot be resumed.

The following [STAT port] setting is not required when the on-line order is received

automatically. This automatic setting is defined in the [System Basic Configuration]

column in the [System Specifications Set] window accessed from the [Setup] button in
the Menu Panel. “Avail.” should be selected respectively for [On-line] and [STAT port

barcode] there.

STAT Port =

~STAT Set Specification

lSample No. [501
|o: ,10ml Tube F o I
ommerr

1: ,10ml Tube | kommentz |
2: ,10ml Tube |
3 ,10ml Tube |
4: ,10ml Tube |
5: ,10ml Tube |
6: ,10ml Tube |
71 ,10ml Tube |
s Slonl Tabe | Temporary Change [

Selection Release |
9: ,10ml Tube |

ime Remalin 28C
]'1' F in O
Start ‘ Cancel ‘

[STAT Set Specification]

Select “0” - “9” for the test set to perform. As
described above, there is no need to select if the on-line
order is received automatically. In this case, when the
[STAT Set Specification] button is clicked after the
barcode is read, the STAT sample is numbered
automatically from SO1 and successively up to S100.
To define the STAT test set, select [Setup] > [Setting
System Parameter]. For [STAT Port Request Reflex
Setting], select “0” - “9” to always use the same set or
“99” to use the set selected for the previous STAT
measurement. See “Section 5.9 [Setting System
Parameters] window” in “Chapter 5 Optional

Functions” as required.

gThe test set to use is defined in the [Request] > [STAT Order Setup] window.

[Sample No.]

4-44

This field displays the sample ID automatically when
the sample barcode is read. If the barcode is not
readable or if you want to change the sample ID, enter

a number manually using the keyboard.
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However, when “N.A.” is selected for [STAT port
barcode] in the [System Basic Configuration] column in
the [System Specification Settings] window accessed
from the [Setup] button in the Menu Panel, the STAT
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sample will be numbered automatically from S01
successively up to S100.

When the number exceeds S100, it returns to SO1. In
this case, the measurement value previously at SO1 is
overwritten, and cannot be retrieved.

Also, the STAT sample ID will be reset when the

analyzer starts in the [New Start] mode.

[Commentl and 2] Two fields are available to enter your comments in the
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[Comment 1] and [Comment 2].

You can define whether to display the comments with
result or which comment to display as the [STAT
Screen Comment Display Setting] option in the [Setting

System Parameters] window.

[Barcode re-reading] This button is to be displayed under the [Comment2]
field. When the barcode reading was unsuccessful,
click this button for re-reading.

When it fails repeatedly, the barcode may not be
readable. Attach a new barcode label on the sample

container, or enter the code manually using keyboard.

Status box In this space under [Comment2], the status of the
current STAT port measurement is displayed (e.g.

barcode reading error).

[Temporary Change] button  Use this button to change the content of the test set
content temporarily.
g See the following “Section 3) Temporary change of

the STAT port measurement setting.”

[Selection Release] button Use this button to deselect the selected “STAT Set

Specification.”

[Timer OFF] button Use this button to deactivate the timer. The timer will
not automatically start when a sample is placed in the
STAT port.
When “0” is selected for the [STAT Port Request
Screen Timer] option in the [Setting System
Parameters] window, the timer is defined to be always

“off”, therefore, this button is not activated.

[Start] button Use this button to start the measurement of the sample
set in the STAT port.
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Click when you want to start the measurement before
the counter beside the [Timer OFF] button finishes

counting the remaining time down to “0”.

[Cancel] button Measurement from the STAT port is canceled and the

 Jeydey)

window is closed.

3) Temporary change of the STAT port measurement setting.

Display the [Temporary change] window

If you need to change the settings temporarily, click the [Temporary Change] button in the
[STAT port] window to display the [Temporary Change] window below. Enter the

following values for temporary changes.
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Temporary change

‘Samp. ne. |SE|1

~Sample Information

Container type |[MEMEITHEEIIY-YS ‘Commentl IALL ‘Sex IMale j
|Samp.type Il: Serum j ‘CommentZ I Fge l_
|Dil.factor 1 ‘Collec.dateIZDDQ 'Yearll_#‘lonth|3—D|Day

rTest Table

10.LAP

15.LIP
19.TTT 20.ZTT
24.Ca 25.1P

11.GGTP 12.CK

17.HDL-C

16.T-CHO

27.UIBC 29.Glu 30.uALB
S 35.Na
36.K 37.CI 3B. e, 40.
i — 42=43;44;45;
Dilution condftion | 1-45  46-90 91-135 [136-180|181-225|228-270|271-315| 315328
rProfiles Page :|1 | L
1.ALL 2. Liver ‘ 3. Kidney 4.Heart 5 ‘ B.——-—-———
R — R — I FTpp— S T W — | 12.--------
T R ——— VR ——— I — T — S Jp— | 18.------—-
T J— P — e N — I —— | 24.-----——-
e o | 27— T —— T Jp— e —
Save Cancel ‘

“Test group to display” buttons

[Samp.no.] This field displays the sample ID.

[Sample Information] column

[Container type] You can temporarily change the container type.
[Samp. type] You can temporarily change the sample type.
[Comment] Enter a comment.

[Sex] You can temporarily change the gender of the patient.
[Age] Enter the age of the patient.
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[Dil.factor] Enter a dilution factor when you use diluted sample.
The result values are calculated automatically. -
[Collec.date] Enter the sample collection date. 8_
§e)
[Test Table] You can temporarily change the test selection. C’E
[Dilution condition] button Click this button to display the window below. You
can define the dilution condition by test. Two or more >3
dilution condition can be defined. Click [Add] to add g_
the selected dilution condition. Click [Cancel] to return o
to the previous window without adding the condition. %
Q
R x| c
()
Tezt # 1| TP CBD
Lt =1
D1lution | M Dl | Dz | D3 | D4
condition
Add | Cancel

“Test group to display” buttonsA group of 45 tests can be selected for display by

clicking the button indicating the range of numbers.

[Profiles Page] field You can temporarily change the tests defined as a set.
Click the buttons to select a set. Up to 150 sets of tests
can be registered. The first 30 sets are represented by
the buttons respectively. To display the next 30 sets of
tests, select “2” in the [Profile Page] drop-down menu.

For additional test sets, select an appropriate number in

the box.

[Save] button Click this button to save and effectuate the temporary
change.

[Cancel] button Click this button to close the window without saving

the change to return to the previous window.

Start measurement after the temporary change.

After clicking the [Save] button, the [STAT port] window is displayed again. Click the

[Start] button to start measurement under the modified conditions.

4) Dispensing the STAT sample
When the analyzer finished sampling from the STAT port, the [STAT port] window is
aromatically closed.
g If the [STAT port] window remains, some kind of error is suspected. Check
the message in the status box in the [STAT port] window and act

accordingly.
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4.8 PAUSE / Smart PAUSE

“PAUSE” and “Smart PAUSE” are the functions that allow temporary suspension of

measurement to add samples. The steps are as follows:

& PAUSE

1) Set the analyzer to show “PAUSE” in the system mode box of the
Operation Panel.
When the system mode is “START”, click the [PAUSE] button and wait until
“PAUSE” is displayed in the system mode box.

When the “Smart PAUSE” function is selected, the system mode shifts to
“Smart PAUSE” by opening the cover of the sample tray (STT). The steps
for setting “Smart PAUSE” are described on the next page.

When the system mode is already in “Processing” or “PAUSE”, you do not
need to change the mode to add samples and continue measurement.

2) Add samples when the Operation Panel displays “SMP LOAD OK” or
“Append.”

3) Click the [START] button in the Operation Panel to re-start the
measurement. (If you set the samples defined with a different tray number
in Step 2, you have to enter the tray number in the [Start condition]
window before starting.)

System mode

2009,/03/25 - JBM 6010 Operation Panel

SystemiS)

R-PAUSE mrrTanTze| HOST OFF
START — READY
PAUSE STOP ALLRM | EUZZER I SMP LOAD OK |

| | [ISE-waSH-ON

Displays if the tray exchange or
sample addition is possible.

Warning

When you change the tray or samples after clicking the [PAUSE] or [STOP] button during
operation, be sure to follow the instructions displayed in the system mode box. When
“SMP LOAD NG” or “No append” is displayed, the probes and trays move. Never touch
the probes and trays while they are moving. This may lead to injury or infection of the

operator from the contact with serum, or damage to the analyzer.

[PAUSE] button Click to suspend the on-going sampling during
operation. This button is used for the operation such as

adding samples.
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[STOP] button Click to stop sampling during operation. Do not use

this button in the ordinary situation.

I’ Smart PAUSE

 Jeydeyd

Smart PAUSE is the function that enables the analyzer to pause when the sample tray
(STT) cover is opened and to resume measurement when it is closed. The setup steps

are as follows:

" Setup steps

1. Select [Setup] > [System Specification Settings] to display the [System

Specifications Set] window.

2. In the [System Basic Configuration] column, select “Avail.” for [Sample barcode].
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3. In the [Rerun Settings] column, select “Flagged tests and untested tests” or

“Untested tests only” for [Manual Rerun].
4. In the [Smart PAUSE] column, select “Avail.” for [STT Cover].
+ Workflow

1) Open the sample tray (STT) cover
The window below is displayed and the system mode shifts to “PAUSE”.

Ak sTT PAUSE X

Shift to PAUSE
STT impossible to remove
[Add impossible])

While the mode is shifting, the tray and probe move. It is dangerous to touch the

moving trays or probes, ensure that the mode has certainly shifted to “PAUSE” before
adding the samples.
2) The “Smart PAUSE” function is now applied

3) Add the samples
4) Close the STT cover

The system mode turns to “START”. (Smart START)

5) The analyzer reads the sample barcode labels.
6) The [Sample Confirmation] window is displayed.

When the timer counts down to “0” or when you click [OK], the measurement starts.

«" Conditions for application of the “Smart” functions

The “Smart” functions are performed when all of the following conditions are met.
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Smart PAUSE
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When the STT cover is opened.

The system mode is either “START”, “Proces.SHIFT”, “HOLD”, “HOLD SHIFT”
or “WAIT”.

“Avail.” is selected for the [Smart PAUSE] option in the [System Specification
Settings] window.

Analyze” is not selected for [Multipnt.smp.] in the [Calibration] column and “Cup
posi.” is not selected for [Analysis mode] in the [Patient sample] column of the
[Start Conditions] window.

No pop-up window to be displayed by clicking a button in the Operation Panel is not
being displayed.

Smart START

When the STT cover is closed.

e The system mode is “Smart PAUSE”.

g When you shifted the system mode to [PAUSE] by clicking the [PAUSE]

button, you have to click the [START] button to resume the operation. In the
“PAUSE” mode triggered by “Smart PAUSE,” you can click the [START]
button to resume the operation after closing the cover. (Operation can be
resumed only by closing the cover, t00.)

g The term “Smart PAUSE” is shown only in the Operation Panel. The term

“PAUSE” is used for all the windows including “Error Report” window
instead of “Smart PAUSE” even if the pause was the result of “Smart
PAUSE".
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4.9 Checking the Measurement Data

(@)
. . . >
4.9.1 Checking the chemistry analysis measurement results D2
L=
. . . @
Select [Setup] > [Test Result Monitor] to display the window below. ;
|Ix Manitor .
i Sample Search i hnalyzing Sample Info. |STAT Port Sample Info. | Exit l g
e Test Result Information EI-
RELDY >S5
@
~Sample Information
Samp Mo . I— %
Samp.Post, I— 8
c
=
() 1o samie CBD
. t[’;:esn;:atulz out sample) CD
® LI =S
. Complete
L
. Rerun In Process
@ compiece (Rerun
@ 1:;:“:::‘::::: out sample)
® Hoo Registersd
. Sample Information Hiatory
# Registered (" Hewest

L O RRC

The measurement status and the most recent analysis data are displayed for each
sample. The status and results are updated as the measurement proceeds. When the
sampling is completed in the range of positions designated in the [Starting Conditions]

window, the system mode shifts to “Processing”.

1) Check the values in the Realtime Monitor
Select [Request] > [Reatime Monitor] to open the window below. The displayed items

vary depending on the setting defined in [Maint.] > [System Monitor] window.

Following is the description of the items.

Container number on CTT/STT
Times of analyses Comment on the sample Measurement date
in the current

day
boaht ! CTT- 3 TTT.Z2TT M 0 Serum 1.0 1730
Test Name Corc. Mark  ABS-FB ABS El E2 ABS1 B2 N 5 P RRY
LD 2000000 0.09526 0.09558 0.096%6 0.13267 0.09553 4 0.10 184
I 200.0000 0.09538 0.09569 0.09703 0.13268  0.09569 4 0.11 104
LD 2000000 0.09524 0.09555 0.09700 0.13279  0.09555 4 0.10 37
LT 98.0000 0.08700 0.08725 0.08838 0.13287  0.08725 4 0.10 19(]
LT 98.0000 0.08668 0.08693 0.08799 0.13265 0.08693 4 0.10 114
LT 920000 0.08656 0.03681 0.03807 0.13221  0.08681 4 0.12 3
IhE 200, 0000 0.03661 0.03495 0.03755 0.05666 0.03495 4 0.37 19
[hE 2000000 0.03657 0.03492 0.03759 0.05676  0.03492 4 0.28 117
[hE 200.0000 0.03648 0.03483 0.03793 0.05710 0.03483 4 0.23 4
3 1500000 0.00791 0.00682 0.03898 0.05866  0.00682 4 1.99 195
P 1500000 0.00793 0.00684 0.03886  0.05844 000684 4 1.51 120
P 1500000 0.00791 0.00882 0.03915 0.05845  0.00682 4 0.67 4
[GTP 80.0000 -0.02145 -0.02282 0.03502 0.05768 -0.02282 4 0.53 199
GGTP £0.0000 -0.02145 -0.02282 0.03532 0.05798 -0.02282 4 0.83 12
[GTP 80.0000 -0.02147 -0.02284 0.03528 0.05790 -0.02284 4 0.33 47

Example of displayed results of calibration
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Control sample type and measurement times Sample type, serum or urine
Dilution Measurement
Resistered t1 ) factor  date
egistered commen Registered comment? / /

FAOD1 CTT-21 Contral A TEST1 M 0 Serm 1.0 1/30
Test Name Conc. Mark  ABS-RB ABS El £2 ABS1 B2 N g P ORRY

763,55 0.28043 0.27929 0.29322  0.43934  0.27929 4 0.07 139
P 14.40 0.74682 0.74708 0.74864  0.74522  0.74708 4 0.05 130
ALB 8.71 0.32766  0,32084 0.32263  0.44021  0,32084 4 0.08 54
T-BiL 3.99 0.75191 0.75228 0.75402  1.03780  0.75228 4 0.09 209
D-BiL 10.27 -0.43203 -0.43513  0.32179  0.43827 -0.43513 4 0.11 133
LD 1589.55 0.75713  0.75745 0.75028 1.04465 0.75745 4 0.08 57
AT 774.41 0.68495 0.68520 0.68658 1.04089  0,68520 4 0.08 136
ChE 1529.82 0.27973  0.27808 0.20195 0.43657 0.27808 4 0.07 60
ALP 1037.77 0.05473  0.05364 0.29411 0.44053  0.05364 4 0.11 215
GGTP 651.29 017466 -0.17603  0.27061  0.44034 -0.17608 4 0.05 63

Example of displayed results of control sample measurement
Sample D Posi-  Commept!  Comment2 Sex Age Sample type 2’ Igtlon Collection

tionf# / / actor i
BSTW-00000176  2- 9 SAMPLE!  CHECK OK Mo 20 Serum 1.0 1/30
Test Name ne. Mark  ABS-RB El E2 4851 B2 N s P RRY
TP 5.93 L 0.3203 0.32041 0.32211 0.32086  0.32041 4 0.07 9%
ALB 3.90 b 0.14443  0.14261  0.14511  0.19779  0.14261 4 0.06 20
T-BiL 1.73 0.32552  0.32589  0.32778 0.45082 0.32589 4 0.05 175
D-BiL 4.7 -0.18019 -0.18239 0.17994 0.22705 -0.18239 4 0.12 99
LD 682.12 0.32491  0.32522  0.39734  0.44962 0.32522 4 0.03 2
AST 323.91 0.32464 0.32489  0.32652 0.44939  0.32489 4 0.02 178
AT 334.09 0.29549  0.20574  0.29761 0.44990 0.29574 4 0.03 102

Example of displayed results of patient sample

g See “Chapter 6 Data Processing” for the detailed data processing.

Test Name

Conc.

Flag

ABS-RB

ABS

4-52

The name of the test

Concentration. The value “0” is displayed for all the
reagent blank measurements.

The factor value is displayed for calibrators.

The concentration is displayed for control and patient

samples.

The space to post flags for value judged as abnormal.
For the types and details concerning the flags, see

Appendix 3.

For reagent blank measurement, the value obtained by
subtracting the previously measured value from the
current measurement value is displayed in order to
determine the discrepancy between the two values.

For calibrator, control, and patient sample measurement,
the reaction absorbance (Reaction ABS value) obtained
by subtracting the reagent blank from the measurement
value is displayed. The ABS range is displayed for
reaction rate assays (RRA), and the ABS value is
displayed for end-point assays.

The absorbance calculated from the measurement value

(including reagent blank) is displayed. The ABS range

JEOL
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is displayed for reaction rate assay (RRA), and ABS
value for end-point assay.

E1l When the check detection point (Check D.P.) is defined,
the ABS value for the main wavelength is displayed. If

 Jeydeyd

not, the ABS value for the main wavelength at the main
detection point .m (DET.P.m) is displayed.

E2 The median of the ABS values for the main wavelength
at detection point (DET.P) 4 to 6 is displayed.

ABSI1 The calculated absorbance at the main detection points
(M-DET.P) is displayed. ABS is obtained by
subtracting ABS2 from ABS1. ABS2 is the value

corrected with regard to the liquid volume.
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ABS2 Calculated absorbance at sub detection points (S-
DET.P) is displayed.
N The number of the main detection points (M-DET.P)

used for calculation.

S Variance shown in %

P Calculated prozone value

RRV The position number of the reaction cuvette used for
measurement.

If: Confirm the data and transfer them to the laboratory information
system (LIS)

2) Confirm the data on the display monitor
1. Select [Request] > [Review/Edit] to display the [Review/Edit] window below.
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Review/Edit
System(S)
Reset Search
IRDut.lnE Smp. jITnday =l meenive Update ondicions Correction Calc.| Print Report |Host Transter Exit ‘
(@) ~Sample INEOCMEL L
Q:)- 1 1 Regis.no. |1 Posi.no.: |1 - isp. Date: [z0090130  asp. Tame: [11:16:11
© . z Ser. 0901300002 1-z | * Samp.no.: 0901300001 RBerun : Asp. Date: ‘zmmgmsu Asp. Time: ‘11:25:35
‘ () 3 Ser. 0201300003 -3
- - *
= 4 =E. fen1anonne -2 Comment1: Age Sex: @M O35 O Unknow S
(0 5 Ser. 0901300005 -5 = 53
I . 6 Ser. 0901300006 1- & Commentz : Blood Collect Date: 2002 Y |1 m |30 D
@ 7 Ser. 0901300007 -7
® o ser. 0901300008 s Test R Init.wal. Flag Rerun val. Flag Edic val. User Prew.val.Flag Dil.Cond
;U . El Ser. 0901300009 1- g ‘TP v ‘ 4.66 L ‘ 4.92 L | USE | M v| Multi Dil]
o @ o Ser. 0901300010 1-10 ‘ o | ‘ [ | l__l' Tla Dol
c @ i Ser. 0901300011 1-11 v
‘ | ‘ ‘ [ | 7] muics pidl
— Q@ = Ser. 0901300012 1-1z *
> . 13 ser. 0201300013 1-13 7 ‘ I ‘ ‘ | | =l Hulci il
D . 14 Ser. 0901300014 1-14  * ‘ I ‘ ‘ I | l__l_ Hulei pidl
@ Ser. 0901300015 1-15
‘ 1N ‘ ‘ | | w| muics payl
o s Ser. 0901300016 1-18
D o v Ser. 0501300017 1-17 ‘ [ ‘ ‘ | | = fuicz padl
Q 9 1= ser 0301300018 1-18 ‘ = | ‘ I | l__l' Teies madl
(] @ = Ser. 0901300019 1-18
c ‘ | ‘ ‘ | | 7| mutcs pa
= @ 20 Ser. 0901300020 1-20
) o Ser. 0901300021 1-21 ‘ [ ‘ ‘ | | 7| mutes il
3 o = Ser. 0901300022 1-22 ‘ = | ‘ I | l__l' Triled B
o = ser. 0901300023 1-23
(0] ‘ r ‘ ‘ | | v| muici piyl
35 0 Ser. 0901300024 1-z4
— @ 2 Ser. 0901300025 1-25 I o | I | [ ¥| e i)
o s Ser. 0901300026 1-25 ‘ r ‘ [ | l__l' Tiled Bl
o = Ser. 0901300027 1-27
‘ r ‘ ‘ | | -| muici pidl
9 = ser. 0301300028 1-28
Q@ = Ser. 0901300029 1-29
20 ser. Jen1300030 150 & Hext | Prev | Hext page | Prev page
‘ | »
Ready oM 7

2. Select a sample in the box on the left side to display the relevant data in the

columns on the right side.

3. Check the data and act accordingly when some flag(s) is posted.
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3) Transfer the data
1. Click the [Host Transfer] button on the top bar of the window to open the window

below.

Host Transfer x|

Routine Sample2009/01/30 |

 Jeydeyd

Specif. range
’7 # Input rangs  All

Number entry format

© gamp.no. * pogi.no. |[1:TT -

© Order ne.
Last no. entry format
’V & Last no. " Number of sample
Transmission Data Check
’7 % Depend on setting C Do © HNot do
Start no.l Tray - cup
Last.no. I Tray - Cup

Execute | Cancel |
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2. Define the [Specif.range], [Number entry format], and [Last no. entry format]
respectively.
3. Enter the [Start no.] and [Last no.], and then click the [Execute] button. The data

in the define range will be transferred to LIS.

4) Check the data by the time course

1. Select [Request] > [Reaction Monitor] to display the window below:

Systemli)

20080912 - Lethitie | bata List Cell Biank | Sckle Chknge |Coaate Date ru-! Datm Print | 1441, manitor | Exit ”
Sample type——  Resct.proc.daca
 Pourime msp. O STAT sample wawo [ 0 pate [FoGa7oB/ 1z Tine [TeiaTi0s pain w340 om sun-us [ 450
» . T 3T samp
Geabrol g, LR Cone, [ 10500000 mask | ass_pa [ R ABE 0. 64035
© unter biank Detest.chk,
F batace.RRC akk. LI | 1.01161 £ 045008 amay [ 0.04318 (anaz v.3ev5E
| n 3 s | D.0s381 O
CGample et
e T == becentealised valus v [0.33808 ¢ [GEEis7 w[4mm «[Omge x[ . <[ |
Fest.me, | [ e A F calc.tesuice B Ws-uL 5 Mpprow.cweve Beact extend |
Semp.po. ["“" AnaEbance Cale.cemults — Baln WL Sub UL N-apps.curve —  S-appe.curve
Teat name list
ET—— | [ ma - oo i i s
0.80]-... ; ; s ,/
1
I
0.60 i
|'l-'
i/
o B
0.20
0.00{.".. : : L £
0o 0.0 40 40.0
Paint
Fesdy [ T

2. Enter the [Posi.no] or [Samp.no] in the [Sample list] column to designate the

sample.
3. Click and select a test name displayed in the [Test name list] box.

4. Check the time course of each test by sample.
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5) Print the data for checking
1. Select [Request] > [Statistics] to display the [Statistics] window below.

[Rost ine snp . Today

1T 2,408 3,781k Acb-niL e
T 3 = : i B.C 2 e
s ettt T b FRET
o L 3t
: € ot

5. T-CE0 L EDL=C il 3 et

s & CRE

AR v e

10 LAP

1 GETE
15 T-cme

Select “Details of test data” for [Print type] in the [Setting tests to print] column.
Select the tests to print in the [Profile] or [Test Select] column.

Define the printing details and print the data.

b

Click the [Print] button to display the window below:

i. Define the detailed printing content.
Enter the [Specif.range], [ID entry format], and [Last no. entry format] respectively.
ii. Define the printing range.
Enter the [Start no.] and [Last.no.].
iii. Print the data

Click the [Execute]. The designated range of data is printed.
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4.9.2 Checking the ISE test results

@)
I& Display the [ISE Monitor] window D
s
Select [Maint.] > [ISE Monitor] to display the window below. =
N
This window is used to check the result of calibration and the time course.
semontor .
Sstesls) 8
| Ronitor print I monitor seacch |Elt:nnol.oql.hnnn:| Serum <-> Urine | Scale change |N““ ALl ISE m4 Data transfer ‘ Exit ” %“'
Calibracion hiscory: Serum CD
250 Ha L-3TD : Z
Date I'W! 5/17 18:52 \ (D
-88.5 D
Low €= |11 Buffer High = !E Buffer Slope Dil. fastor e — (7))
wa  [ameel [Toamzieo [ oazzas [ ozwmaas [oenn [ [T atas N3 == E
k[ Tess [ wew [ s [ wmw [ seer [ [ e \ o)
o [oee [Tmes [ [Gwee [ sem [ [ war 00— 3
™ 330.08 [ 330 36.10 [ 32738 cl Bins -0 [ 299.0 e o
m2 [ 33001 [ 330.05 [ 32798 [ 327.95 met. Elecrrode| 113130 [ ':_,._
“Calibimonitor: Deine e e
Pave |=nmf £/33 21:80 6.7 'H:m ——
tov c-[13  butrer  uigh - [I0 purrer Slope Dil.zactor
e | zieon | 0.57 [ awse [ -z [ mso [ [ wnae -?;g @
£ [ wmee [ w0 [ aoeves [ semer [ smar [ [ e : |
co [ eaaa [ammree [ roess [aesw [ -enss [ [T asazs .:"I
mmi [ S8 [ s19.a8 | sea.As | 5eA.02  c1Bias | 0.00 | Pt e
mz | siwo [ os19.33 | 523,90 523,83 (e T
‘Selectivity check : J
Date I of 0f 0 00:00 Date I o o/ 0 00:00 -I:;': Slope Ho —— e €l —
Cang. Sample Duffer Cong. Sample Duffar 2 :
wa [ ocoo[ [ e[ o & [ oo[ [ e[ o.00 B o
e [oos o [owos [oiw v p 5 10 15 0 @ 3
Tz [ ow[ oom m= [ oo [ o0o 07/01  05/14  05/0B 04/32 04/08  ©0A/01 03/25
Ready It 7 e

[ISE Monitor] window

I5: Features

This window is used for:

e Checking calibration results for the last 30 days. The latest data is transferred to the
ISE unit during the [INITIALIZE] mode.

e Checking the chronologic changes of calibration results efficiently in the graphic
display. Printing the calibration measurement data and results of the current data in
the standard printing format and the calibration results only of past dates by using
the [Monitor print] button.

e Selecting a set of calibration values from the sets retained in the past 30 days by
using the [Monitor search] button to transfer the set with the [Data transf.] button.
The system recognizes the transferred set to be the latest one.

e Checking the ion selectivity using the results of the latest ion selectivity check,
because the time and the result values of the check are stored. Please note that the
samples for the selectivity check (checking solutions for Na and K) are not included
in the standard accessory set.

e Printing the results of up to 100 patient samples in the standard printing format
using [Chronologic.print] button. The results are printed in reverse chronological

order.
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IF: Command buttons

The table below summarizes the functions of the command buttons used for the above

features.

" Command buttons

Name of the button

Function

Monitor print

Used for printing calibration results of the last 30 days.

When you have selected “Latest data”, you can define how many
latest data to print if the calibration was repeated several times. The
measurement values and result values are printed in reverse
chronological order.

Monitor search

Used for selecting a date from the last 30 days to show the data in
the [Calib.monitor:..] columns

Chronologic.print

Used for printing the data from up to 100 patient samples in the
standard printing format.

Serum <-> Urine

Used for toggling the calibration history graph between serum and
urine.

Scale change

Used for changing the scale of the Y axis in the calibration history
graph.

When the ISE Monitor window is displayed, the Y axis is optimally
adjusted.

To edit the scale of the Y axis, enter appropriate values in the [Scale
change] window and click [Execute]. The graphs are now displayed
with the entered values.

Click the [Default] button in the [Scale change] window to display
the graph in the normal range of each test. The measurement value
which was not displayed within the screen will be treated as range
or slope error.

To return to the automatically adjusted scale of the history graph,
click the [serum <-> urine] or close and then re-open the window.

Delete All ISE Data

Used to clear all the calibration data stored in the system.

This button is used on limited occasions such as when some error
occurred in the calibration history graph due to a software upgrade.
Do not use [Delete All ISE Date] under ordinary circumstances.
Otherwise, the system will lose valid calibration values to use
when an abnormality occurs in calibration. Be sure to backup the
calibration data before clicking this button.
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Name of the button Function

Data transfer Used for sending the data displayed in the [Calibration monitor]
window to the ISE unit to overwrite the existing calibration values.
When there is an error in the calibration data, the message “No
calibration data” is displayed and no measurement is performed.
This indicates that the calibration has not been successfully
completed. When the maintenance related measurement such as
interval check or CV check is performed, select the correct data
using the [Monitor Search] button and display the valid values in the
window. Then use this [Transfer data] button to transfer the
displayed values to the ISE unit.

 Jeydeyd

Note)

1. When you click the [Transfer data] button during the [INITIALIZE]
mode, the message “An error occurred during transmission” may
be displayed.

2. The transferred data is recognized to be the latest data.

3. When you try to transfer the data with the flag “H” or “L” for
“slope”, or “d” for “dilution factor”, the transfer will fail.

Exit Close the [ISE Monitor] window
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I% Columns in the window

«" [Calib.monitor] column

The latest calibration values are displayed in this column. Use the [Monitor search]
button to show past values. This column is for display purposes only. No entry is
allowed. The following table summarizes the contents of the items in the column. They

are shared by “Serum” and “Urine”.

~Calib.monitor :Serum
Date [2003/ §/17 16:52
Low G- IE Base High G- F Base Slope Dil.factar
Ha | 378.91 | -212.90 | 422.36 | -213.36 | 61.71 |_ | 41.46
K | 269.55 | 106.01 | 366.59 | 104.75 | 56.87 I_ | 34.57
c1 | -136.99 | 1111.30 | -167.20 | 1109. 66 | -56.15 I_ | 40.47
TH1 | 330.03 | 330. 12 | 328.10 | 327.99
iz | 230.01 [ 330,05 [ 327.89 [ 327.95 mef. Electroae| 1i11.30 [
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Item Description
Date Shows the date and time when the calibration values were acquired.
C- Indicates the position number of the refrigerated sample tray (CTT)
defined respectively for L-STD and H-STD measurements.
Low The fields under this header show the potential (sample potential

minus buffer potential) of Na, K, and CI electrodes obtained by L-
STD measurement and the potentials of thermistors 1 and 2 (TH1
and TH2) when the L-STD sample potential is measured.

High The fields under this header show the potential (sample potential
minus buffer potential) of Na, K, and ClI electrodes obtained by H-
STD measurement and the potentials of the thermistors 1 and 2
(TH1 and TH2) when the H-STD sample potential is measured.
Base Indicates the buffer potentials of Na, K, and ClI electrodes and the
potentials of TH1 and TH2. The values for L-STD and H-STD
measurements are displayed accordingly.

Slope Indicates the sensitivity of electrodes Na, K, and CI. The flag [h] is
posted when the measurement value is greater than the value
defined for [Slope upper limit h] in the [ISE Parameter Settings]
window, and the flag [l] is posted when the value is lower than the
value defined for [Slope lower limit I]. When the value is out of the
existing abnormal slope threshold, “L” or “H” is displayed. Use
these flags to judge the timing of electrode replacement.

When the slope is out of the abnormal threshold, the value will be
“0” and the correct values cannot be calculated.

Dil.factor The calculated dilution factors for Na, K, and Cl samples are
displayed. The flag “d” is posted to alert to user to the dilution factor
error when it is out of the dilution factor range. The calibration
values cannot be correctly calculated.

Ref.Electrode The flag “d” is posted when the value is 350 or lower. This signifies
that it is time to use a new electrode.

% [Selectivity check] column

—S3electivity check
Date |2003f 5/11 21:50 Date |2003f 5/17 6:52
Cone . Satple EBEuffer Cone. Samwple Euffer
Ha | 125.30 |_| -94,34 | -524.02 K | 7.49 |_| 1z4.02 | -203.59
TH1 | 130.32 | 130.32  THL | 130.32 | 130.32
THz | 130.32 | 130.32  THZ | 150.32 | 130.32

This column shows the latest data but allows no entry. It is for display purposes only.

The selectivity of each electrode is measured three times and the mean value of the
second and third results are displayed in the fields under the [Conc.], [Sample], and
[Buffer] header respectively.

Please note that the samples used for the selectivity checks (checking solutions for Na

and K) are not included in the standard accessory set, and must be purchased separately.

4-60 JEOL ICABM6010/C-4



The following table summarizes the contents of the items in the column.

ltem Description Q

Date Shows the selectivity check date of the Na and K electrodes, %

respectively. L)

Conc. Shows Na and K concentration values measured at the selectivity -
check, respectively.

When the concentration value is above the upper limit defined for %U

selectivity, a “u” character is flagged in the box to the right of the S

concentration field. This means that there is inference by some other 3

ion. These flags can be used to judge the timing of electrode %

replacement. 0

Sample Shows the value obtained by subtracting the buffer potential from the <

sample potential regarding the selectivity check of the Na and K CBD

electrodes. L

Buffer Shows the buffer potential at the selectivity check measurement of =

the Na and K electrodes, respectively.

% [Calibration history] column

Calibration history: Serus

1230 Na L-3TD

.

-38.5
471.3

Na H-3TD

-42.8
299.0

1

—i1.2
406.7

K H-3TD

.

-37.0
13.7

Cl L=-STD

:

-150.9
16.8

Cl H-5TD

.

~184.5
668.5

<l

Slope Na

.

-6.2
5 10 15 20 25 30
0z/05 o1/08 05713 05/07 04721 04/07 03731

o

For both serum and urine, the calibration values measured for the last 30 days are

graphically displayed in this column. The latest value is shown on the left-most side.
The data is stored by date. Only the latest values of the date are stored.

The value obtained by subtracting the buffer potential from the sample potential is
plotted by electrode (Na, K, and Cl) and by calibrator (H-STD and L-STD). The slope
value in the bottom graph is plotted by all three electrodes Na, K, and Cl values. (Cl
values with inverse plus and minus sign) Use this graph to judge the timing of

electrode replacement.
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e Click the [Serum <-> Urine] button in the top bar to toggle the display between

serum and urine.

e The Y axis is scaled automatically when the window is displayed.

 Jeydey)

I Realtime monitor

As already described in the section 4.9.1, the realtime monitor allows you to check the
ISE calibration and measurement values, too. Select [Request] > [Realtine Monitor] to

display the [Realtime Monitor] window below. The ISE-related area is as follows:

%" Calibration data

Following is an example of serum calibration results.

serum (S) or urine (U)

H-STD(H) or L-STD(L)
Number of measurements of the day

Thermistor1 potential when sample
potential is measured

X
o
c
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@
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S
=1

Number of measurements of calibration Thermistor1 potential when buffer potential

4-62

Result (Sample potential-Buffer potential) is measured
Flag for data alarm
j / /
ELAST‘&S\%LI S—I! Flag Sample TH1 Sample Base TH2 S ample Base
Base

Na 4423 341.0 -101.3 493.7 498.1 4874 4912

K 374.4 611.8 2373

Cl -174.1 993.8 1167.9

ELASTDSHO12 S-B Flag  Sample TH1 Sample Base TH2 S ample Base

Base

Na 441.8 341.6 -100.1 486.7 488.6 480.9 482.5

K 374.4 612.3 237.8

Cl -173.6 994.3 1167.9

LASTDSLO11  S-B Flag  Sample  Base TH1 Sample Base TH2 S ample Base

Na: 398.0 298.2 -99.9 485.1 485.7 480.6 480.8

K 276.4 513.1 236.8

Cl -144.2 1027.0 1171.2

ELASTDSLO12 S-B Flag  Sample  Base TH1 Sample Base TH2 S ample Base

Na 397.8 300.3 -97.5 483.3 484.0 478.5 478.8

K 277.0 515.0 238.1

Cl -143.7 1027.0 1170.8

ISE Calibration:Serum Meas.Date:2009/10/5  0:3 ISE serial number:

Test Name Flag H-STD Base L-STD Base Slope Dilute

Na 4419 -100.6 397.3 -96.7 62.4 38.7

K 374.7 2369 276.7 238.8 56.6 33.2

Cl / -173.8 1168.6 -143.7 1170.9 -53.6 34.5

THI1 486.2 487.3 482.1 482.9

TH2 480.6 4814 477.5 478.1

Ref.electrode 1170.9
Flagged: / Control value of The slope out of the The dilution factor
Slope alarm (h, 1) reference electrode. normal range is out of the normal
Slope abnormal (H, L) ) Flag “d” will be judged abnormal. range is judged
Dilution ratio abnormal (d), Bias .

displayed when the abnormal.

abnormal (NG)

value is lower than
350



ICABM6010/C-4

Under the [S-B] header, the mean values of the sample potential minus the buffer

potential of the last two measurements are displayed.

The temperature of calibrators (diluted with buffer solution) is measured every time
and displayed under the [TH] header.

The slope value and dilution factor are calculated from the measurement results of
H-STD and L-STD calibrators and displayed respectively under the [Slope] and

[Dilute] headers located in the lower right of the above chart.

Select [Maint.]> [ISE Monitor] to compare the results with the previous results.

The slope value out of the 63 - 45* range indicates that it is time to replace the

electrodes. At that time, the flag “I” or “h” is posted for warning.

g *The value range of the slope for flag display can be defined in the [ISE
Parameter Settings] window.

A slope value outside of the 65 - 38 range is judged abnormal, and the flag “H” or

“L” is posted. You cannot change this value range.

The dilution factor is the factor by which the calibrator is diluted with the buffer
solution. It is calculated from the calibration data. If the calculated dilution factor is
out of the 25 - 60 range, the flag “d” is posted and the data is treated as calibration
error. The possible cause of the error may be degradation of the calibrator or buffer
solution, or improper washing.

When a calibration error occurs, the calibration data stored in the ISE unit is deleted.
The previous data are retained in the [ISE Monitor] window and these data are
transferred to the ISE unit as the latest data during the system [INITIATE] mode.

These data will be used for calculating the measurement results.

When the slope or dilution fraction is abnormal, the values in the [ISE Monitor] will
be updated but cannot be used for measurement. In this case, either repeat the
calibration, or transfer normal data from the [ISE Monitor] window to set the normal

calibration data for measurement.

JEOL 4-63
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" Patient sample measurement data

4-64

The [Realtime Monitor] window displays the patient sample measurement data as well.

Sample Posi.No.  comment]l comment2 Sex Age Sample Dil.factor
No. type

TestName Conc. Flag SAMPLE  BASE TH1.S TH1.B TH2.S TH2.B

Na 144 -33.8 -442.9 799 826 824 88.0

K 3.9 278.4 -8.7 799 8.6 824 88.0

Cl 94 899.7 1050.2 799 8.6 824 88.0

| ]

Thermistor potential when sample  Thermistor potential when buffer
potential is measured potential is measured

The displayed items are as follows:

In the [Sample No.] line, the sample attributes are displayed.
For [Sample No.], a sample ID or arbitrary registration number (up to 13 bytes) is
displayed (e.g. “17).

[Posi.No.] is displayed in [TTNo.]—[Cup no.] or by the rack position (e.g. 1-1). For
[Sex], “M” is displayed for male and “F” for female.
For [Sample type], “S” is displayed for serum and “U” for urine.
For [Dil.factor], the value entered in the [Order Entry] window is displayed for
the sample diluted before measurement.
The test names specified in the [ISE Parameter Settings] window are displayed for
[Test Name].
The number of decimals of the value in the [Conc. (concentration)] field has been
defined in the [ISE Parameter Settings] window.
The [Flag] field displays the flags selected for [Rerun cond.] in the [ISE Parameter

Settings] window when the relevant abnormal values are obtained in measurement.

\ﬂj For details of flags, see “Appendix 3. Flags”
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4.10 Rerun

When “ON (from STT)” is selected for [Auto.rerun] in the [Rerun Settings] column in

the [System Specification Settings] window, the system automatically reruns the test

 Jeydeyd

which is judged the rerun is required.
This section describes the steps necessary to define a rerun for a measured sample, and

to perform it whether the automatic rerun is selected or not.

1) Select in advance “Flagged tests and untested tests” for [Manual Rerun]
in the [Rerun Settings] column of the [System Specification Settings]
window.

This allows the system to perform the “flagged tests and untested tests” in rerun.
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2) Define the sample and measurement conditions for rerun

Select [Request] > [Review/Edit] to display the window below.

Systanls)
|[foucine omp. x][Today =] Aeoniwe ‘| Update | B i | correcuton cau.l Peine Neport |Roat 'mmuerl Exit ‘
~Sample =
e S i T Regis.no. (1 Poai.no.: (b = Aap. Dace: |20090130  asp. Time: [11:16:11
e 2 v Lo i =3 Semp.B0. § E;ONDOOOI Ferun i Asp. Dave: (20030130 Asp. Time: |11326:36
(R ser. 0301300003 -3 —
.t | e Lionnitihs readh, commener: [ age [ fex: W 85 Unknow P
() ser. 0301300005 1- 5
sec. 0801200006 -6 Commnt : Biood Collect Date: Foos «[i a0 o
. i 007 -7
: :: ::ui:::oon i_ ! Teax F jpit.val.  Flag Rerun val, Flag Edic wval. UOzer Frev.val.Flag Dil.Cond
B Sec. 0901200008 -3 g F 4.56 Fl'._ [ 4.92 p'_ | Cll Il! =| maiei hul
T oo | var [+1 ! Ll ISl rul ) S
12 Ser, 0301300012 1-12 I A | | (] | ImE
13 ger. 0901300013 1-13 I I il [ [ [ Fu
4 ser. 0901300014 1-14 [ r [ [ =i I 3w
15 ser. 0901300015 1-15 —
16 e, 0901300016 1-16 | F | I ,_ | [ r—ﬂ -
17 ser, 0901300017 1-17 | ) i [ | [ [T =
1 ser. 0901300018 1-18 r — = -
19 ser. 0901300015 1-19 ! :,_ | Il | LE
0 ser, 0901300020 1-20 [ o | [ ]! [ [T3]
21 ser, 0901300021 1-21 | r =)l [ [ [ =
22 ser, 0901300022 1-22 r — =0 =
23 Eer, 001300023 1-23 | ol [ | e
24 Ber. 0901300024 1-24 | E = = | [ m
25 Ber, 0901300025 1-25 | r | | | | [ =
26 Eee. 0901300026 1-28 r — =i =
27 Eer, nan1300027 1-27 ! ! | (i | 4
28 Bece, 0901300028 1-28 I 4= I ,_ | [ |_;J ]
18 Ser. 0801300028 1-29
0 ser. 8901300030 1-30 _r',l Nexe | Prev. | Next "'"| Prey “"Fl
« .
Paody | )

In the list box on the left, click the number under the [Order #] header to select the
sample to rerun. The selected sample is shown highlighted and the fields in the
[Sample Information] column are automatically populated with the corresponding

values.

Check the tests to rerun in the box under the [R] header.

Select one from “M” - “D4” for [[Dil.Cond] and click the [Save] button. The diluent
conditions “M” - “D4” are as follows:

“M” The sample volume defined either for [Sample Vol (S)
or (U)] in the [Analytical conditions] columns in the
[Analytical Parameters (Chemistry)] window is diluted
in the condition defined in the [Analysis test condition

setting (M)] window.
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“D1” - “D4” Rerun condition and dilution condition defined in
[Rerun conditions] window accessed from [Setup] >

[Analytical Parameters (Chemistry)] window

3) Rerun with the sample selected in Step 2
There are two cases for rerunning.

e When “N.A.” is selected for [Sample barcode] in the [Setup] > [ System
Specification Settings] window, you do not have to change the sample
position in the sample tray (STT), but rather enter the currently used
“TrayNo.” in the [Start Conditions] window displayed by clicking the
[START] button in the Operation Panel and then click the [Start] button in
the [Start Conditions] window.

e When “Avail.” is selected for [Sample barcode] in the [Setup] > [System
Specification Settings] window, you do not have to change the sample
position in the sample tray (STT) nor enter the “TrayNo.” in the [Start
Conditions] window because the information is supplied by the barcode.

The tests defined for rerun repeated.

Apart from the defined tests, the following measurements may be performed
simultaneously depending on the case.
e The tests for which the system has defined auto rerun but have not been
performed yet.
e The tests that have been defined but have not been performed due to

reagent shortage, etc.

When “N.A.” is selected for [Auto.rerun] in the [Rerun Settings] column
in the [System Specification Settings] window, the tests that the system
has defined to rerun will remain unperformed. When “On (from STT)” is
selected, usually the tests defined to rerun are automatically performed,
except in select cases including some reagent shortages. In this latter
case, the tests remain unperformed.

% Define a dilution condition for the initial run of a test with a
sample for which the value is expected to be high.

When the test value of a sample is known in advance to be high, define a dilution
condition to apply to the initial run.

Select [Request] > [Order Entry]. In the window, select an option from [2: D1 cond.] to
[5: D4 cond.] for [System Dilution Mode], or click the [Multi Dil.] button and select an
option from “M” to “D4”

Thus, the sample is measured with the dilution condition in the initial run.
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4.11 Check the Remaining Reagent
Volume

Select [Reagent] > [Reagent Test Monitor] to check the current volume of the reagents
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by test.

If you have replenished the reagents and want to check the remaining volume, follow

the steps below.

I Steps to scan the remaining reagent volume

1) Display the [Reagent Bottle Scan] window
Select [Reagent] > [Reagent Test Monitor], and click the [Reagent Scan] button. The
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window below is displayed.

Set the reagent bottle. If the pogition of the reagent bottle ig

zpecified, pleaze confirm that the poziton number iz checked. In ETT aala“'m
barcode specification, it is neot necessary to put a check, but in a

cage of the same barcode specification as last time, please put a check.

Poszi. Test name Check Posi, Test name Check Bosi, Test name Check
1 r 21 UN, - 41 -
e I 22 CRE, r 42 I
& | 23 UA, L 43 =
4 D-EiL, ~ 24 L 44 -
& D, i) 25 ity r 45 I
& AST F 26 IE, L 46 -
7 ALT, = 27 Fa, ' 47 CONTMIL, -
8 ChE, - 24 UIBC, L a8 CONTHIZ, r
9 ALE, L 29 CRE, L 49 WASHZ, L
10 LA, I 30 UALE, i 50 WABHL, WASHZ, WABH3, CONTM
11 GGTE, = 31 Glu, r
12 cK, L 32 T
13 CK-ME, I a3 r
14 AN - 34 L
15 LIE, L a5 -

16 T-CHO, - 36 I

ali HDL-C; - 37 r

10 TG, - =] L

19 TTT, I 39 [

20 2T, - 40 -

ALl Check | All Cleac | mEganT | Gl e T Bottle Scan Stact Cancel
Pozition Info Bottle fcan

2) Select a reagent tray “RTT”.
Select “RTT1” for [RTT select].

3) Select the positions of reagent bottles to check.
Click the boxes under the [Check] header corresponding to the positions of the reagent
bottles to check in RTT1.

4) Change RTT
Select “RTT2” for [RTT select].

5) Select the positions of reagent bottles to check.

Click the boxes under the [Check] header corresponding to the positions of the reagent
bottles to check in RTT2.
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6) Scan the reagent bottles
Click the [Start] button to start the reagent scan.

The reagent probes check the remaining volume of reagents in the bottles in
numerical order by position. This is accomplished by repeating aspiration/washing
motions, although the reagents are not actually aspirated. During this operation,
the Operation Panel displays “REAGENT SCAN?” as the system mode. When the
scan is completed, the mode returns to “READY”.

7) Check the volume

Check the remaining volume in the [Reagent Test Monitor] window.
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| EeoNTERTE T
4.12 R-PAUSE

1. Click the [R-PAUSE] button on the Operational Panel.

(@)

“R-PAUSE” or “Reagent-PAUSE” is a feature that allows the system to suspend ~

measurement temporarily in order to replace empty reagent bottles. %

Click the [R-PAUSE] button in the Operation Panel. The system mode shifts to [R- e
PAUSE SHIFT] and then to [R-PAUSE]. At this point you can replace an empty

reagent bottle. g

=

During “R-PAUSE”, select [Request] > [Sample Log] window and confirm the event in c:_l;.

the window. Z

()

?

% Workflow c

()

3

()

~

2. The system mode shifts to “R-PAUSE SHIFT” and the sampling is suspended.
3. The mode shifts to “R-PAUSE”
The mode shifts to “R-PAUSE” when the reagent dispensing is completed for the sample

that had already been dispensed in the cuvette when the “R-PAUSE” button was clicked.

4. The [Reagent Scan] window is displayed. You can replenish the reagent or replace the

reagent bottle as required

Set the reagent bottle. If the position of the reagent bottle is
T S T (T I T D e R T
case of the zame barcode specification as last time, please put a check.
Posi. Test name Check Posi. Test name Check Posi. Test name Check
1 r 21 UM, r 41 r
2 T-BiL, r 22 CRE, r 42 r
3 r 23 UA, r 43 r
4 D-EBiL, r 24 r 44 r
5 LD, r [2g ca, ~ 45 r
[ AST, r 26 P, r 46 r
7 ALT, r 27 Fe, r 47 CONTMIL, r
8 ChE, r 28 UIEC, r 48 CONTMIZ, r
9 ALB, r 29 CRE, r 49 WASHZ, r
10 LAE, r 30 UALE, r 50 WASHL1, WASHZ, WASH3, CONTM I
11 GGTE, r 31 Glu, r
12 CE, r 32 r
13 CE-ME, r 33 r
14 AMY , r 34 r
15 LIE, r 35 r
16 T-CHO, r 36 r
17 HDL-C, r 37 r
18 TG, r 38 r
19 TTT, r 39 r
20 ITT, r 40 r
211 Check A11 Clear Posiiig:n;nfo (ol g:;’si:esiz:n " Bottle Scan Start | Cancel

5. Select “Barcode Scan/Bottle Scan” or “Bottle Scan” and click the [Start] button. The

barcode reading or reagent volume check is performed.

Fj' When the reagent barcode is used for operation, ensure to select “Barcode
Scan/Bottle Scan”.
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6.

The measurement will resume automatically.

I Setting the “Auto R-PAUSE” feature

1)

2)

4-70

“Auto R-PAUSE” is a feature that enables the system mode to shift to [R-PAUSE]
automatically when a reagent shortage is detected during measurement. To use this

feature, follow the steps below.

Select “1: W+Selection” for [Processing mode in no reagent] in the
[Setting System Parameters] window.

Select [Setup] > [Setting System Parameters] to display the [Setting System
Parameters] window.

In the [Value] field for the parameter [Processing mode in no reagent], enter “1” that
represents “1: W+Selection” in the [Comment] field.

Click the [Exit] button in the upper left section. A pop-up window is displayed and ask
“Save and Exit?” Click [Yes] to close the window.

Select to use the “AUTO R-PAUSE” feature in the [System Specification
Settings] window

Select [Setup] > [System Specification Settings] to display the [System Specification

Settings] window. Define the following values.

‘ ! save ! Ewit ||
rSystem Basic Configuration——————— rRerun Settings— ~Sample Container Specifications-
Auto rarun  C OFF ftype [containerl s
; i o
ISE Module F H.A C Avall. (ISE09-) OHUE oAt Es Container name |L0ml Tube
D1 [E 110 |
Sample delivery F LA Flagged tests and
Manual Rerun @ FISI9RE Teste 2 13 pn B2 1408
 RACH Handls
S - Untested tests 3 ERE 1o/
1A only
ATl e Height corrsction 0 mm
Humber of rack T
118, sensitivity © Low © Mid, © High
r8erum Indices Measuremant
On-line CONAL F Avail. : ; ;
S Rinlemy bhan dninad test Lig.velume judge € BLA. © Avail.
Sampls barcods COH.A F Avail. is run
Reagent barcode CHR, Foaeail © Run for all samples Reagent Bottle Gpecifications
STAT port barcode COM.A. @ Avail. € Not required zype [containeris]
Bxternal sampl
bar;::: T S (S -Smart Container name [Tml
Conc. Wazte Bottle ' N.A. C Avail. 80T Cover NLAL R e aar ton. .Erul—w i
& e i LLS.gensitivity ¢ Low & Mid. © High
Auto Reagent PAUSE
Auto Reagent PAUSE & N,A.
© Avail.
) R 4
. 13 2 (13 . 2
[Auto Reagent PAUSE] Default value is “N.A.” Select “Avail.” to use the

“Auto Reagent PAUSE” function.

Click the [Exit] button in the upper left section. A pop-up window is displayed and ask

“Save and Exit?” Click [Yes] to close the window.
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3) Enable the setting
Follow the steps described in the section 4.13 to shut down the analyzer once, and then

restart it up with the “PC CONTROL” mode by “New Start”.

IF: NOTES

Reagent replacement is possible when the analyzer has finished dispensing all the
scheduled reagents.

When the [R-PAUSE] button is clicked, the sampling is suspended, but the reagents
will be dispensed into the cuvettes that already contain samples.The dispensing of
Reagent 2e and Reagent 2 should also be completed. Therefore, depending on when
the [R-PAUSE] button is clicked and the number of tests scheduled for the samples,
it may take more than 5 minutes for the system mode to shift to “R-PAUSE”.

The [R-PAUSE] button is activated in the following system modes in which a

reagent pause is possible.

e START
e Proces.SHIFT
e HOLD When the analyzer is connected to a laboratory automation

system (LAS) or a rack handler
e HOLD SHIFT When the analyzer is connected to a LAS or a rack
handler
o WAIT When the analyzer is connected to a LAS or a rack handler

In the [R-PAUSE] mode, samples cannot be replaced or added on the sample tray
(STT) or the refrigerated sample tray (CTT).

To replace or add samples, resume measurement from the “R-PAUSE” mode and
click the [PAUSE] button.

Even if the system detects a detergent, water, or diluent shortage, it will not enter
automatically in the “R-PAUSE” mode.

When replenishment or replacement is required, click the [R-PAUSE] button to shift
the system mode to “R-PAUSE”.

No automatic calibration is performed for the reagent replenished in the same bottle.

If you want to perform calibration, follow the steps described in the section 4.4.1.

Measurement from the STAT port is not available in the “R-PAUSE SHIFT” 