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CHAPTER 1 Introduction

1. Introduction

Thank you for purchasing this Sysmex CS-2000i/CS-2100: fully automated blood
coagulation analyzer.
The CS-2000i/CS-2100: is a fully automated blood coagulation analyzer for In Vitro
Diagnostic use that can quickly analyze a large volume of samples with a high degree
of accuracy.
This instrument can analyze samples using coagulation, chromogenic and
immunoassay methods. The analyzed data can be retained in the stored joblist,
displayed and printed. (Printing is only possible if the optional printer is connected.)
The instrument also has a number of built-in functions, including automatic setting of
reagent by a barcode, priority processing of STAT samples and quality control.
A cap piercer unit can be installed as a factory option.
* CS-2000:: without cap piercer unit

CS-2100:: with cap piercer unit

The contents of screens illustrated in this manual are as displayed under Windows XP.
Contact Address

Manufacturer
SYSMEX CORPORATION
d 1-5-1 Wakinohama-Kaigandori
Chuo-ku, Kobe, Hyogo 651-0073

JAPAN

Authorized Representative

European Representative
SYSMEX EUROPE GmbH

EC REP Bornbarch 1

D — 22848 Norderstedt, Germany

Phone: +49 40 5 27 26-0

Fax: +49 40 5 27 26-100

Americas
SYSMEX AMERICA, Inc.
577 Aptakisic Road,
Lincolnshire, IL 60069, U.S.A.
Phone: +1-847-996-4500
Fax: +1-847-996-4505
Asia-Pacific

SYSMEX ASIA PACIFIC PTE LTD.
9 Tampines Grande, #06-18,
Singapore 528735

Phone: +65-6221-3629

Fax: +65-6221-3687

Ordering of Supplies and Replacement Parts
If you need to order supplies or replacement parts, please contact your local
representative.

Service and Maintenance
Please contact the Service Department of your local representative.

Sysmex CS-2000:/CS-2100: Software Guide 1-1



CHAPTER 1 Introduction

1.1 Manual composition

The CS-2000i/CS-2100; manual comprises the following two sections.
Read it carefully so that you can use the equipment correctly. After reading the
manual, store it carefully where it will be available any time you need it.

(1) CS-2000i/CS-2100i Instructions for Use (Volume 1)
This manual gives a summary of the CS-2000:i/CS-2100i and explains its basic
operations and analysis procedures.

(2) CS-2000i/CS-2100i Software Guide (Volume 2)
This manual explains the operation procedure for each screen.

Table 1-01: Composition of the instructions for use

CHAPTER 1 Introduction Manual composition, meanings of symbols used in this
document, trademarks, system overview

CHAPTER 2 Safety Information | Safety information for usage

CHAPTER 3 Design and Nomenclature and function summary
Function

CHAPTER 4 Operation Screen composition and basic operations

CHAPTER 5 Sample Procedure from switching the power ON until the start of
Preparation analysis

* The screen explanations give reference destinations in
the Software Guide. For details on the operation
procedures for each screen, see the Software Guide.

CHAPTER 6 Analysis Procedure from the start of analysis until shutdown

* The screen explanations give reference destinations in
the Software Guide. For details on the operation
procedures for each screen, see the Software Guide.

CHAPTER 7 Maintenance and Maintenance items, replacement of supplies, supplies list
Supplies
Replacement

CHAPTER 8 Troubleshooting Error log, error handling methods, error messages
CHAPTER 9 Technical Device specifications, functional descriptions, packing,
Information checkpoints for before and after installation

The provided instructions, reagents, instrument, software and customizable features
have been validated for this system to optimize product performance and meet product
specifications. User defined modifications are not supported as they may affect
performance of the system and test results. It is responsibility of the user to validate
any modifications made to these instructions, reagents, instrument or software.
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Table 1-02: Composition of the Software Guide

CHAPTER 1 Introduction

Manual composition, meanings of symbols used in this
document, trademarks

CHAPTER 2 Order Registration

Order related screens, functions and operation
procedures

CHAPTER 3 Joblist

Joblist related screens, functions and operation
procedures

CHAPTER 4 Browser

Browser related screens, functions and operation
procedures

CHAPTER 5 Reagent Screen

Reagent related screens, functions and operation
procedures

CHAPTER 6 Quality Control

Quality control related screens, functions and operation
procedures

CHAPTER 7 Calibration Curve

Calibra_ltion curve related screens, functions and
operation procedures

CHAPTER 8 System Setup

Setup related screens, functions and operation
procedures

CHAPTER 9 Utility Tools

Utility tool related screens, functions and operation
procedures

CHAPTER 10 GNU General
Public License

GNU General Public License explanation

1.2 Hazard information in this manual

Note, Information, Caution and Warning statements are presented throughout this
manual to call attention to important safety and operational information. Non-
compliance with this information compromises the safety features incorporated in the

analyzer.

A Caution!

measurement results.

Average risk. Ignoring this warning could result in property damage or incorrect

m Information

Minor risk. Observe these considerations when operating this instrument.

% Note:

Background information and practical tips.

Sysmex CS-2000:/CS-2100: Software Guide
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1.3 Protected names

Sysmex is a registered trademark of SYSMEX CORPORATION.

CA CLEAN I and CA CLEAN II are trademarks of SYSMEX CORPORATION.
VENOJECT, Venosafe and VENOJECT 1I are registered trademarks of TERUMO
Corporation.

VACUTAINER is a registered trademark of Becton, Dickinson and Company.
HEMOGARD is a trademark of Becton, Dickinson and Company.

VACUETTE is a registered trademark of C.A. GREINER und Séhne GmbH.
MONOVETTE is a registered trademark of SARSTEDT.

Windows is a registered trademark of Microsoft Corporation in the United States and
other countries.

Linux is a registered trademark or trademark of Linus Torvalds in the United States
of America and other nations.

Other registered trademarks or trademarks referenced are property of their
respective owners.

The fact that a trademark is not explicitly mentioned in this manual does not authorize
its use.

1-4
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CHAPTER 2 Order Registration

2. Order Registration

This chapter describes the registration method for analysis orders (sample numbers
and analysis parameters).

2.1 Overview

The CS-2000i/CS-2100: performs analyses in accordance with analysis orders.

The analysis order (sample number and analysis parameter) registration methods are
“order” and “STAT order”, depending on the analysis reagents and the sample setting
position.

1. Order

Orders are either “rack order”, “holder calibration curve order” or “holder QC order”.

* Rack order
Rack orders are used when samples or control materials are set in racks and the
sampler is used to perform the analysis.
The rack order screen is used for rack orders. (See “Chapter 2: 2.3 Registering rack
routine sample and QC analysis orders”)

* Holder calibration curve order
Calibration curve analysis calibrators placed on the reagent table are used to
perform calibration curve analysis.
The holder calibration curve order screen is used for holder calibration curve orders.
(See “Chapter 2: 2.4 Holder calibration curve analysis order registration”)

* Holder QC order
Control materials placed on the reagent table are used to perform QC analysis.
The holder QC order screen is used for holder QC orders.
(See “Chapter 2: 2.5 Holder QC order registration”)

2. STAT
STAT orders are orders for which the samples are placed in STAT holders for analysis.
The STAT order registration screen is used for STAT orders. (See “Chapter 2: 2.6
Registration of STAT orders”)

Sysmex CS-2000:/CS-2100: Software Guide 2-1



CHAPTER 2 Order Registration

2.2 Registration of orders

1. Order screen display
For orders, orders can be registered to analyze samples placed in a rack or a reagent
table.
The order screen is used for registering orders.
¢ Press Order on the IPU menu screen toolbar.

8 Order ®
p = 7 . -
¢ | [ 2| e | BBy | RS
sT RS 280889 | |
‘a v 5T B, A Ord Reage QG Chart @ Wt el Stal Shataarm Stop Start
Pos. Sample No. PT APTT Fbg 1 v it Switch

Order”
2
3

4 y

Repeat

Preset

Order Entry

Detailed
8 Settings

- e -
o )

O @ More’
L A > AP - AT3 D 0
e )

Close’

LamE |
Figure 2-01: Order screen (rack order screen)

The order screen contains the three types and is switched to the corresponding order
screens to register analysis orders. (See “Chapter 2: 2.2: 3. Changing the order
screen” for information on switching order screens).
* Registration of analysis orders for rack routine samples and quality control

= Rack order screen
* Registration of holder calibration curve analysis orders

=Holder calibration curve order screen
* Registration of holder QC analysis orders

=Holder QC order screen

STAT orders are registered from the STAT sample registration screen.
=STAT sample registration screen (See “Chapter 2: 2.6 Registration of STAT orders”.)
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The sample can be set in the sample rack or STAT sample holder and then analyzed.
A work list should be prepared for each location in which samples are set.

Table 2-01: Location to set samples

Set Location Samples that can be set
Sample rack Routine samples and quality control samples
STAT sample holder STAT samples
Reagent table Calibrators and quality control samples

A Caution!

Register analysis orders for STAT samples from the STAT sample order
registration screen for the holder.

% Note:

Analysis of STAT samples has priority over routine, QC or calibration curve
samples.

Sysmex CS-2000:/CS-2100: Software Guide 2-3
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2. Content displayed on the order registration screen

Rack order screen

The rack order screen can be used to register analysis orders for routine samples or
quality control samples that use racks (up to 100 racks).

If the rack order screen is displayed while a rack is selected that contains samples on
the joblist that have not yet been analyzed (their analysis status is “Pending”), it can
be used to check the order content that has already been registered.

Flags Order status indicator

i‘%
Jolf

o der ‘ sgen

)
at)

Maft.

RO e

Rack Ne. 000001

Sample No.

12345-002 Ot

12345-001 @

3 12345-003 Mc Dt

v v v

)

\ Repeat

OrderEntry. C

Detalle)ﬂ

Setting ngs.

Regist.

More

&

Close’

=

Figure 2-02: Order screen (rack order screen)

A Rack order display area

Registered orders for each rack are displayed.

Rack No.

Change

Order status
indicator

Pos.

The rack number is displayed. Change can be pressed to
display the rack number input dialog box and input the rack
number. The mouse and keyboard can be used for direct
input into this field.

The rack number input dialog box will appear. (See “Chapter
2:2.2: 4. Inputting the rack number”.)

This button cannot be used when the order status indicator
shows “Editing” or “Registered”.

The order status for the displayed rack is indicated as
“Registered”, “Unregistered” or “Editing”.

Displays the location of the tube in the rack.

2-4

Sysmex CS-2000:/CS-2100; Software Guide

Revised April 2013



Revised April 2013

CHAPTER 2 Order Registration

Sample No.

Flags

Sample number is displayed.
Press Order Entry on the operation panel to display the
order input dialog box, then input the sample number.

Flags indicate the status of detailed settings for the order.
They indicate whether any changes have been made in the
detailed order settings (any change from the default
analysis settings) and the analysis mode.

Table 2-02: Flag display

Changing detailed settings
Yes No
Analysis Normal | “Dt” “ 7 (space)
Micro | “Mc DY’ “Mc”

% Note:

If the sample volume is minimal, you can analyze in micro-sample mode.
In micro-sample mode, functions such as automatic re-analysis will not be operated.

Parameters

Check

The assay group name will appear. All valid assay groups
registered under assay group settings are displayed from
the left, in the display order.

Parameters for which there are orders have a check mark “v”
displayed.

Orders can be input using the order input dialog box or the
profile button. A cell can be directly pressed to order (reverse
the “v™). The cursor also moves at that time.

% Note:

Orders which had “v™” input directly on the rack order screen are analyzed as
normal orders. To register a quality control order, input the analysis order from
display the order input dialog box.

44

<
<)

>

4«

Switches the display items (columns) one page to the right.
Switches the display items (columns) one page to the left.

Moves the displayed items (columns) one place to the left or
right.

Switches the displayed order one rack up. At that stage, the
cursor always moves to the Pos.1 line.

Switches the displayed order one rack down. At that stage,
the cursor always moves to the Pos.1 line.

Moves the cursor up and down. The cursor will not move
between racks.

Sysmex CS-2000:/CS-2100: Software Guide 2-5
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B Profile button display area
Buttons for the profiles registered in the order list are displayed in the profile button
display area.

Profile button One or more parameters that have been registered under
Customize are made into a set and ordered.
When a button is pressed, a mark appears on the Profile
button.
Use the Customize dialog box to register and change Profile
button.

C Operation panel area

Operation buttons used on the rack order screen are displayed.

1st page

Switch Order The Change Order dialog box will appear.
(See “Chapter 2: 2.2: 3. Changing the order screen”.)

Preset The Read Out Preset dialog box will appear. (See “Chapter
2:2.2: 6. Loading presets”)

Repeat The repeat input dialog box will appear. (See “Chapter 2:
2.3: 2. Repeat input”.)

Order Entry The order input dialog box will appear. (See “Chapter 2: 2.3:
1. Order input”.)
If the selected order is not able to be edited at that time, the
edit parameters are also disabled and only Cancel is
enabled in the order input dialog box.

Detailed Settings The detailed settings dialog box will appear. (See “Chapter
2: 2.3: 3. Detailed settings”.)
If the selected order is not able to be edited at that time, the
edit parameters are also disabled and only Cancel is
enabled in the detailed settings dialog box.

Regist. Registers the order input from the rack order screen.
Once registered, the content of the order is reflected in the
joblist screen. The indicator on the rack order screen
changes to “Registered” and the order for the rack cannot
be edited from the order screen. This button is displayed
while orders that have not yet been registered or that are
being edited are displayed.

Edit The indicator on the Rack order screen goes to “Editing”,
enabling editing of orders in this rack.
This button is displayed while orders that have been
registered are displayed.

2nd page

Line Clear Deletes data in the line indicated as registered.

Customize The Customize dialog box will appear. (See “Chapter 2: 2.2:
5. Customize”.)

Save preset The Save preset dialog box will appear. (See “Chapter 2:

2.2: 7. Saving presets”)

2-6
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Common to the 1st and

2nd page

More If the Operation panel comprises multiple pages, use this
button to switch between pages.

Close Closes the Order Registration screen.

3. Changing the order screen
The order screen can be changed from the change order dialog box.

1. Press Switch Order on the operation panel.
The Change Order dialog box will appear.

Switch Order

Fack Order

Haolder
Calib. Curve Order

Holder GC Order

Cancel

Figure 2-03: Change Order dialog box

2. Press the button for the order screen you wish to display.

Rack Order The rack order screen is displayed.

Holder Calib. Curve Order The holder calibration curve order screen appears.
Holder QC Order The holder QC order screen is displayed.

Cancel Closes the change order dialog box and returns to the

previous screen.

Sysmex CS-2000:/CS-2100: Software Guide 2-7
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4. Inputting the rack number
Rack numbers can be input from the rack number input dialog box.

1. Press Change for the rack number on the rack order screen.
The rack number input dialog box will appear.

Enter Rack Number

Rack Mo, | 000001 (000001 [—
i | ] | 7 8 [+}
Customized 2 | 7 | 4 5 8
rack number
B | 5 | ’ A . Numeric
keys
4 | 8 | 0 - C
3 | 10 | ALPH Enter
QK ‘ Cancel
Figure 2-04: Rack nhumber input dialog box
Rack No. The rack number is displayed.
Customized rack The customized rack numbers will appear.
number The buttons set from the customize dialog box are

displayed (see “Chapter 2: 2.2: 5. Customize”).
Numeric keys The numeric keys will be displayed.

2. Input the rack number and press OK.
Confirm the input rack number and close the rack number input dialog box.
Press Cancel to discard the input rack number and close the rack number input
dialog box.
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5. Customize

The profile buttons and the customized rack number buttons can be customized.
The Customize button only appears on the operation panel of the rack order screen.

1. Press Customize on the operation panel.
The Customize dialog box will appear.

Profile | Rack Ne.

Profile List

Up

Denwwn

Edit

Delete

oK

Cancel ‘

Figure 2-05: Customize dialog box

Profile tab Profiles can be set.
(See “Chapter 2: 2.2: 5.: Profile Settings”.)

Rack No. tab Rack numbers can be set.
(See “Chapter 2: 2.2: 5.: Rack number setting”.)

OK Confirms the setting content, then closes the Customize
dialog box.

Cancel Discards the setting content, then closes the Customize
dialog box.

Sysmex CS-2000:/CS-2100: Software Guide
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Profile Settings

One or Multiple analysis parameters can be registered as a profile.
Profiles can be customized from the Profiles tab of the customize dialog box. Up to 10

profiles can be set.

1. Click on the Profile tab of the customize dialog box.
The setting screen for profiles is displayed.

Profile |Rack N, |

Profile List

Up Add

Devwn Edit

Delete

OK

GCancel ‘

Figure 2-06: Customize dialog box (Profiles tab)

Profile

Profile List

Up
Down

Add

Delete

Edit

2. Edit the profile list.

Displays and edits the name of the profile that is
selected from the profile list.

A list of profiles that have already been registered is
displayed.

Moves the cursor position in the profile list up one line.

Moves the cursor position in the profile list down one
line.

Adds a new profile to the bottom line of the profile list.
The default name of the profile when added is “New”.

If the name given to the profile is the same as one
already registered, a warning dialog box appears and
the profile cannot be registered. The parameters in a
profile can be edited under Parameter Group Settings.

Deletes the name of the profile that is selected from the
profile list. Profiles below the deleted one will be moved
up in the displayed list.

The parameter group definition dialog box is displayed
and can be used to set the profile parameters.

2-10
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Parameter
list

3.

If it is necessary to edit profile parameters, press Edit.

The Parameter Group Definition dialog box will appear. Use the profile parameter
setting dialog box to set the parameters on the Profiles tab.

Parameter Group Definition

Profile : PT APTT

I

W
WII
X
WIIT
DX
X1
X1
ATS
PC
APL
Plz
(I ch
=
LAT
LA2

& |

VI ch

|PT

> Add>>

Profile
- Parameter
list

< Deletad<

oK

Cancel ‘

Figure 2-07: Parameter Group Definition dialog box

Profile

Parameter list

Profile parameter list

Add

Delete

The name of the profile selected on the Profiles tab of
the customize dialog is displayed.

It is possible to directly input a name of a profile.
Numerals, alphabetic characters and underbar spaces
can be input.

A list of parameters that can be set for a profile is
displayed.

A list of parameters that have already been set for the
profile is displayed.

The parameters that have been selected in the
parameter list are added to the bottom of the profile
parameters list. Parameters added to the profile
parameters list are deleted from the parameters list and
remaining parameters on the list are moved up.

The parameters that have been selected among the
profile parameters are deleted from that list. The deleted
parameters are inserted into the parameters list
according to its display order.

Press OK once setting is complete.
The customize dialog box will appear.

Press OK on the customize dialog box.

A dialog box appears asking for a restart.

Press Cancel on the customize dialog box to discard the changed settings and
close the customize dialog box.
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6. Press OK.

% Note:

These settings become effective after the system has been restarted.

Rack number setting
Rack numbers can be customized from the rack number tab of the customize dialog
box. Numbers for up to ten racks can be set.

1. Click on the Rack No. tab of the customize dialog box.
The rack number setting screen is displayed.

Profile |

Rack MNe. List
Rack Mo 1
2
£
4
]
g Up Al
3
2
]
10
Devwn Edit

Delete

QK ‘ Cancel ‘

Figure 2-08: Customize dialog box (rack numbers tab)

Rack No. List A list of rack numbers that have already been registered
is displayed.

Rack No. Displays/inputs the rack number selected in the rack
number list.

Up Moves the cursor position in the rack number list up one
line.

Down Moves the cursor position in the rack number list down
one line.

Add Adds a new rack number. The added rack number is
displayed on the bottom line of the rack number list.

Edit Edits the rack numbers that have already been
registered.

Delete Deletes the rack number selected in the rack number
list.

2-12
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2. Edit the rack number.

When adding a new rack number
Input the rack number you want to add in Rack No., then press Add.
The added rack number is displayed in the rack number list.

When editing the rack number

Move the cursor position to the rack number you want to edit in the rack number
list. Input the rack number to be edited in Rack No., then press Edit.

The edited rack number is displayed in the rack number list.

3. Press OK once editing is complete.
A dialog box appears asking for a restart.
Press Cancel to discard the changed settings and close the customize dialog box.

4, Press OK.

% Note:

These settings become effective after the system has been restarted.

6. Loading presets
Preset orders can be loaded to the order registration screen.

1. Press Preset on the operation panel.
The Read Out Preset dialog box is displayed.

Read Out Preset

Select preset file to read out.

PRESET!

PRESETZ

PRESETS Preset buttons

PRESET4

PRESETS

Cancel |

Figure 2-09: Read Out Preset dialog box

Preset buttons The preset files set under the Save preset dialog box
are displayed. (See “Chapter 2: 2.2: 7. Saving presets”).
Cancel Close the Read Out Preset dialog box without loading a

preset order.
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2. Press the Preset button.
The order set to the preset file on the Order Registration screen is displayed.

% Note:

Use preset loading if you frequently register orders with the same content (QC
analysis, etc.). For details on how to save preset files, see “Chapter 2: 2.2: 7.
Saving presets”.

7. Saving presets
Up to five preset files can be saved on the Order Registration screen.

1. Input the order on the Order Registration screen.

2. Press Save preset on the operation panel.
The Save preset dialog box will appear.

Displayed orders are saved to preset file.

Select preset file.

PRESET! Renams

PRESET2 Renams
Preset buttons cEeET T

PRESET4 Renams

PRESETS Renams

Close

Figure 2-10: Save preset dialog box

Preset buttons The preset files for the save destination will appear.

Rename The Change Preset Name dialog box will appear.
Change the preset name and press OK.

Ghange Preset Name

Prazet name

Ok Cancel

Figure 2-11: Change Preset Name dialog box

Close Close the Save preset dialog box.
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3. Press the Preset button.

The Check Preset dialog box appears.

4, Press OK.

The order input on the Order Registration screen is saved to the preset file.

2.3 Registering rack routine sample and QC analysis orders

The method for registering analysis orders for racks of routine or QC samples is

described below.

1. Order input

Input the order using the rack and tube position selected on the rack order screen.

1. Select the rack and tube position on the rack order screen for which to input the

order.
 Ord.
kel I 11
WSSl 2]

G Chart

B

i

Calib.
Curve

|2

%)

"
b

0

r y

Sl;n] | Start |

Rack No.

Pos Sample No.

12345-002 Dt

PT APTT Fbg I v VI
v
v v

1 12345-001 @
2

3 12345-003 Mc Dt v

v

v

A

e

)

i
APTT

— LamB

Switch)
Order”

Preset

J

Repeat

Order Entry.

Detailed
Settin’gs

Regist.

)
)

Close

Figure 2-12: Order screen (rack order screen)
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2. Press Order Entry on the operation panel.
The order input dialog box will appear.

Order Entry

Rack-Pos : 000001-01
Sample Mo || ‘ Contrel l:l
|
7 8 9
4 ] 6
Input
. A . assistance
tool area
0 i C
ALPH Enter
Figure 2-13: Order input dialog box
(If “Ordinaly sample” is selected as the sample type)
Rack-Pos. The rack number and tube position will appear.

Ordinary Sample Press to register routine samples.
Sample ID number must be entered.

Sample No. Input the sample number.
If the cursor is in this field, the numeric keys are
displayed as an input assistance tool.

Edit Sample Info. The Edit Sample Information dialog box will appear.

QC Sample Press to register QC samples.
The control and lot number must be input.

Control Input the control to use.
If the cursor is in this field, the control list is displayed as
an input assistance tool.
The control list displays the list of controls registered for
quality control.
This field cannot be used if Ordinary Sample is
selected as the sample type.
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Lot No.

Assay Group

More

Input assistance tool
area

A

v

If QC Sample is selected as the sample type, input the
lot number of the control to use.

If the cursor is in this field, the list of control lot numbers
is displayed as an input assistance tool.

The list of control lot numbers displays the lot numbers
that have been added for quality control using that
control and which are within their expiry dates.

This field cannot be used if Ordinary Sample is
selected as the sample type.

Select the parameters (assay group) to analyze.

The analysis parameters are displayed with check
boxes, so check the boxes for the parameters to
analyze. The analysis parameter check boxes are
displayed for the number of registered parameters and if
there are more than 20 parameters, use More to switch
between pages.

Switches the displayed page if there are 21 or more
parameters. “Current page/Total” is displayed under the
button.

This area displays input assistance tools that can be
used to input rack-tube positions, sample numbers,
controls and lot numbers.

Switches to order input for the next rack-tube position
up.

Switches to order input for the next rack-tube position
down.

% Note:

cannot be input.

sample number.

¢ Alphanumeric characters and hyphens can be used for sample numbers. Up to
15 characters can be input.
Alphanumeric characters are only A-Z, a-z, and 0-9. Localized characters

* This instrument has a function for protecting personal information for service
use. Patient names are subject to this function, but sample numbers are not.
Take care when using content which could be used to identify the patient for a

Sysmex CS-2000:/CS-2100: Software Guide 2-17



CHAPTER 2 Order Registration

The dialog box used for inputting controls and lot numbers are shown below.

Order Entry Order Entry

Rack=Pos : 000001-01 Rack=Pos : 000001-01

(For control input) (For lot number input)

Figure 2-14: Order input dialog box
(If “QC Sample” is selected as the sample type)

3. Select the assay group for which to implement quality control, then select the
control type and lot number to use.
If sample numbers (QC01-QC20) for quality control are used, refer to “Chapter 2:
2.3: 4. Order input (registering quality control analysis orders manually)”.

4. Press OK once input is complete.
The input content is reflected in the order screen and the order input dialog box
closes. At that stage, the cursor position moves to the rack-tube position that was
input last.
Press Cancel to discard the input content and close the order input dialog box.

5. Select an order that has been registered on the rack order screen, then press

Regist. on the operation panel. The order is registered and reflected in the joblist
screen.

% Note:

When analysis is started without pressing Regist. on the operation panel, orders
entered on the screen are automatically registered.
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2. Repeat input
Analysis order (analysis parameters and detailed settings) at the selected rack-tube
position on the rack order screen can be set to repeat automatically.
However, sample information will not be copied. Sample numbers on the rack order
screen are assigned by counting up in increments of one from the selected order.
If the number of repeats extends to the next rack, the number for the next racks is
assigned as one higher than the selected rack number.
Quality control orders cannot be repeated.
This operation button only appears on the operation panel of the rack order screen.

1. Select the analysis order at the rack-tube position to be used for repeat input, then
press Repeat on the operation panel.
The repeat entry dialog box will appear.

Repeat Entry

Repeat 10 Times 7 8 9
4 ] 6
Numeric
1 2 3 keys
0 C
QK ‘ Cancel ‘
Figure 2-15: Repeat input dialog box
Repeat Input the number of repetitions. When the repeat input

dialog box is displayed, the number of samples from the
current cursor position to the lowest position in the
same rack on the rack order screen is displayed.

Numeric keys Input the number of repetitions.

2. Input the number of repetitions and press OK.
The order is repeated as many times as the input number of repetitions and the
repeat entry dialog box closes. The cursor position on the rack order screen after
the repetitions is the same as the original order position.
Unless the number of repetitions has been blank or is outside the input range, a
warning dialog box is displayed and the repeat entry dialog box does not close.
Press Cancel to close the repeat entry dialog box.
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3. Detailed settings

The detailed analysis method can be set for the rack-tube position that is selected on
the rack order screen. This operation button is not displayed on the operation panel of
the holder calibration curve order screen.

1. Press Detailed Settings on the operation panel.
The detailed settings dialog box will appear.

Detailed Settings

Rack=Pes : 000001-01

Sample Comment

v Reflex

hlicro—
Sample
Mode

Sample Mo.:

Assay Group Diluticn Ratio Rediluticn Re—analysis

[1/11

Figure 2-16: Detailed settings dialog box

Rack-Pos.

Sample No.

Sample Comment

Reflex

Micro-Sample Mode

The rack-tube position to make detailed settings for will
appear.

If the rack-tube position has not been input by order
input, the display is blank.

The ordered sample number to make detailed settings
for will appear.

If the sample number has not been input by order input,
the display is blank.

Sample comment is displayed to allow input for sample
information that have been input by the order input.
This display is blank if no sample comments have been
input.

Sets whether or not to perform reflex analysis. Check
the box to perform reflex analysis. If that is checked,
micro-sample mode cannot be used. Remove the check
mark from the box to avoid performing reflex analysis.

Sets whether or not to perform analysis in micro-sample
mode. Check the box to perform analysis in micro-
sample mode. If that is checked, reflex analysis,
redilution and repeat analysis cannot be used. Remove
the check mark from the box to perform analysis in
normal (aspiration) mode.
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Assay Group

Dilution Ratio

Redilution

Re-Analysis

More

The parameters ordered for analysis by order input (the
assay group) are displayed.

If six or more parameters are ordered, use More to
switch the page.

Sets the dilution ratio.
Press the buttons to display the dilution ratio selection
box. The button is marked with the set dilution ratio.

Sets whether or not to perform redilution analysis.
Check the box to perform redilution analysis
automatically.

However, this box cannot be checked if the analysis is
performed in micro-sample mode, or if MDA is specified
as the dilution ratio.

Sets whether or not to perform repeat analysis.

Check the box to perform repeat analysis automatically.
However, this box cannot be checked if the analysis is
performed in micro-sample mode, or if MDA is specified
as the dilution ratio.

Switches the displayed list page if there are 6 or more
parameters. “Current page/Total” is displayed under the
button.

The dialog box switches to display content for the next
rack-tube position up on the rack order screen.

The dialog box switches to display content for the next
rack-tube position down on the rack order screen.

2. Perform detailed setting for the analysis.
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3. Press Dilution Ratio to change the dilution ratio.
The dilution ratio dialog box will appear.

Select Dilution Ratio

Dilution ratio—-
buttons

W

Figure 2-17: Dilution ratio selection dialog box

Dilution ratio buttons  Dilution ratios available for selection are displayed.

Cancel Closes the dilution ratio selection dialog box.

4. Press appropriate button to set the desired dilution ratio.
The dialog box closes and the ratio is set.

5. Press OK to end detailed setting.
The input content is reflected in the order screen and the detailed settings dialog
box closes. At that stage, the cursor position moves to the rack-tube position that
was input last.
Press Cancel to discard the input content and close the detailed settings dialog
box.

% Note:

¢ If the dilution ratio has been altered, remove the check mark from Reflex. Also
remove check marks from Redilution and Re-Analysis for altered parameters.
When performing Reflex, Redilution or Re-analysis, manually check the
corresponding box.

* Reflex, Redilution and Re-analysis will not be executed, if the sample is
analyzed in the micro-sample mode.
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4. Order input (registering quality control analysis orders manually)
Sample numbers (QC01-QC20) can be used to register manual quality control orders
from the Rack Order screen and perform QC analysis.

1.
2.

7.

Set the QC barcode. (For details see “Chapter 6: 6.8 QC barcode setting”)

Press Order on the toolbar of the IPU menu screen.
The Rack Order screen is displayed.

Select the rack-tube position to be used for order input, then press Order Entry
on the operation panel.
The order input dialog box is displayed.

Place a check against QC Sample.

Input a quality control sample number (QC01-QC20) as the Sample No. under
Ordinary Sample.

Click on the assay group to analyze, to add a mark.

Back=Pes : 000001-01

Figure 2-18: Order input dialog box

Press OK.

The input content is reflected in the rack order screen and the order input dialog
box closes.

On the rack order screen, select the order to register, then click on Regist. on the
operation panel.
The order is registered, and reflected in the joblist screen.
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2.4 Holder calibration curve analysis order registration

The Holder Calibration Curve Order screen can be used to register a calibration curve
order using a calibrator placed on the reagent table.
Press Switch Order on the operation panel to display a holder calibration curve order

screen.

5 Holder (Calib. Curve) Order

,

=

Fﬁc
Reaegen

)

Y
Cot I St:]ap | Start.
urve

Calibrator PT

il‘ !gq r‘l {
AP | N§ s
Malht Ment Stat Shutdown
Switch)

APTT Fbg I v VI VI Order

Regist.

Close

|
5 . imB

Figure 2-19: Holder Calibration Curve Order screen

A Holder calibration curve order display area
Registered calibration curve orders for each holder are displayed.

Calibrator
Order parameters

44

<
<4)»

<4< P)

Calibrators used for analysis are displayed.

The assay group name will appear. All valid assay groups
registered under assay group settings are displayed from
the left, in the display order.

Parameters for which there are orders have a check mark
“v” displayed.

Shifts the parameters one page to the right.

Shifts the parameters one page to the left.

Press P to move the selection cursor one column to the
right.

Press 4 to move the selection cursor one column to the
left.

Shifts the samples one page up.
Shifts the samples one page down.
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AV Press A to move the selection cursor one line up.
Press ¥ to move the selection cursor one line down.

Order parameter buttons area
Buttons are displayed for the parameters registered in the order list.

Parameter buttons Buttons are displayed for all assay groups, including
calibration curve assay parameters inside assay groups.
Press a button to display the calibration curve order input
dialog box. (See “Chapter 2: 2.4: 1. Order input”.)

Operation panel area
Operation buttons used on the holder calibration curve order screen are displayed.

Switch Order The Change Order dialog box will appear.
(See “Chapter 2: 2.2: 3. Changing the order screen”.)
Regist. Registers the order input from the holder calibration curve

order screen.

Once registered, the content of the order is reflected in the
joblist screen and is not displayed in the holder calibration
curve order screen.

Close Closes the holder calibration curve order screen.
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1. Order input

1. Select the assay group for which to analyze a calibration curve.
The calibration curve order input dialog box will appear.

2. Input an order for a calibration curve analysis using a calibrator placed on the

reagent table.

Order check boxes —

Assay Group

e

Reagant Lot

[ove pPT )

=" 5z7001 |

+ Calibrator
Lot No. list

—

(a) When inputting a lot

Figure 2-20: Calibration Curve Order Input dialog box -01

Order check boxes —

Assay Group: PT

Reagent Lot

[ovB. PT )}

| —cL] |

R Numeric
el e

e

(b) When inputting display values

Figure 2-21: Calibration Curve Order Input dialog box -02

Assay Group

Reagent Lot

Order check
boxes

The parameters for inputting the calibration curve order
(the assay group) are displayed.

The parameters selected on the holder calibration curve
order screen are displayed.

Sets the reagent lots to use in calibration curve
analysis.

This area comprises buttons and the reagent lots used
are displayed on the buttons. Press a button to display
the reagent lot selection dialog box.

Set calibration curve analysis orders.

Make check marks for the parameters to receive
calibration curve analysis. If the check mark is omitted,
calibration curve analysis will not be performed for that
parameter.
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Parameter The parameter registered for calibration curve (assay
parameter) is displayed.
Assay parameter is only displayed if it is registered as
assay parameter for which to input calibration curve
orders and for which a calibrator has been registered.

Calibrator Calibrators used in calibration curve analysis are
displayed.
Calibrators registered under the calibration curve
settings for assay parameter settings are displayed.

lot Sets the calibrator lot to use in calibration curve
analysis.
Cells can be selected from the list by pressing them
directly.
The lot number with the most distant expiry date is
displayed from among the lots set on the reagent table.
The display is blank if none are set on the reagent table.

Assay Sheet Value Inputs the calibrator display value.
The value can be input by pressing the cell directly.
When the cursor is here, the numeric keys are displayed
as the input assistance tool, for use in input.

unit The unit for the assay parameter is displayed. If there is
no unit, the display is left blank.

Calibrator Lot No. list  If the input cursor is on the lot, the calibrator lot is

(When inputting a lot) displayed on the list. The list displays the lot numbers for
calibrators that are listed under calibrators and are set
on the reagent table. The display is blank if none is set
on the reagent table.
The lot number selected on the calibrator lot No. list will
be set for the lot. At that stage, the display value is also
updated to correspond to the lot.

A Moves the selection cursor one line up in the calibrator
(When inputting a lot) ot list.

v Moves the selection cursor one line down in the

(When inputting a lot) calibrator lot list.

Numeric keys The numeric keys are displayed while the input cursor is
(When inputting display on the display value. Use to input the display value.
values)
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3.

© © N o

10.

Press Reagent Lot to select the reagent lot.
The Reagent Lot Selection dialog box will appear.

Select Reagent Lot

Reagent Lot

- 59

Figure 2-22: Reagent Lot Selection

Reagent Lot The list of reagent lots (sets) that are in place on the
reagent table and can be used for calibration curve
setting is displayed.

The list displays one reagent lot (set) on two lines. The
upper line shows the reagent name and the lower
shows the lot number.

Use A and V¥ to move the cursor up and down.

Select the reagent lot from the reagent lot list, then press OK.

The reagent lot selected from the reagent lot list is reflected in the calibration
curve order input dialog box and the Reagent Lot Selection dialog box closes.
Press Cancel to close the Reagent Lot Selection box dialog box.

Make check marks next to parameters for which to analyze calibration curve
analysis.

Select the lot number of the calibrator.
Enter the assay value of the calibrator.
Repeat steps 5-7 for each parameter.

Press OK once calibration curve order input is complete.

The content input from the calibration curve order input dialog box is reflected in
the rack calibration curve order screen and the calibration curve order input dialog
box closes.

Press Cancel to discard the content input to the calibration curve order input
dialog and close the dialog box.

Press Regist. to confirm the calibration curve order.
The input order is reflected on the Joblist screen.
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% Note:

When analysis is started without pressing Regist. on the operation panel, orders
entered on the screen are automatically registered.

2.5 Holder QC order registration

Holder QC order screen allows you to place QC samples on the reagent table and
register orders for their analysis.

Press Switch Order on the operation panel to display the Holder QC Order screen.

Flags
[® Holder QG Order X
Z ) [
& § 3157 “ { ! s
\ﬁgw‘ Ju 2 Orde + o0 d Stop Start
Switch}
Bample No. PT APTT Fbg I v VIl Order’
QC CtiN502700 Mo v
QG01 Mo v
Order Entry
\
Line 1B B

Clear

Regist.

(4]

b o

Close

T\
| AmE |

Figure 2-23: Holder QC order screen

A Holder QC Order display area
This area displays registered holder QC orders.

Sample No. Sample number is displayed.

Analysis mode is displayed. “Mc” is displayed, indicating
micro-sample mode.

Flags

% Note:

Holder QC is always analyzed in micro-sample mode.
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Order parameters

>

<
<)

AY

Operation panel area

Switch Order

Order Entry

Line Clear
Regist.

Close

1. Order input

The assay group name is displayed. Assay group names
that have been registered under assay group settings, have
Perform QC checked, and are valid are displayed from the
left in display order. Parameters for which there are orders
have check mark “v” displayed.

Switches the display items (columns) one page to the right.
Switches the display items (columns) one page to the left.

Press » to move the selection cursor one column to the right.

Press « to move the selection cursor one column to the left.

Press A to move the selection cursor one line up.
Press ¥ to move the selection cursor one line down.

The Change Order dialog box will appear.
(See “Chapter 2: 2.2: 3. Changing the order screen”.)

The order input dialog box will appear.
(See “Chapter 2: 2.3: 1. Order input”.)

Deletes data in the line indicated as registered.

Register the order that was input from the holder QC order
screen. Once registered, the content of the order is
reflected in the joblist screen. Orders registered in the joblist
cannot be edited from the Order screen.

Closes the holder QC order screen.

1. On the Holder QC Order screen, select the line into which to input the order.

2. Press Order Entry on the operation panel.
The order input dialog box will appear.

Input assistance
tool area

o o] el s

Figure 2-24: Order input dialog box
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QC01-QC20

Sample No.

Control

Lot No.

Control, Lot No.

Control

Lot No.

Assay Group

More

Input assistance tool
area

A
v

When selecting from the QC sample numbers to order,
press this button.

Input the QC sample number.

When the cursor is in this field, the list of QC sample
numbers (QC01-QC20) is displayed in the input
assistance tool area.

The list of sample numbers displays those for which a
control has been set under the QC barcode settings.
For details, see “Chapter 6: 6.8 QC barcode setting”.

The control name set for the selected number from
QCO01-QC20 is displayed.

The lot number set for the selected number from QCO01-
QC20 is displayed.

When selecting the control and lot number to order,
press this button.

Input the control to use.

When the cursor is in this field, the control list is
displayed in the Input assistance tool area.

The control list displays the controls that have been
registered for quality control and are placed on the
reagent table.

Input the lot number of the control to use.

When the cursor is in this field, the control lot number
list is displayed in the Input assistance tool area.

The control lot number list displays lot numbers that
have been added to QC lots for this control, have been
placed on the reagent table, and are within the
expiration date.

Select the parameters (assay group) to analyze.

The analysis parameters are displayed with check
boxes, so check the boxes for the parameters to
analyze. The analysis parameter check boxes are
displayed for the number of registered parameters and if
there are more than 20 parameters, use More to switch
between pages.

Switches the displayed page if there are 21 or more
parameters. “Current page/Total” is displayed under the
button.

This area displays the input assistance tool used when
inputting sample numbers, controls and lot numbers for
QC purposes.

Switches to order input for the next line up.
Switches to order input for the next line down.
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The dialog boxes for each order specification method are shown below.

Order Entry Order Entry

Q Control, Lot No.
Lot No. Fo2701

——

(For control input)

(For lot number input)

Figure 2-25: Order Input dialog box
(when “Control, Lot No.” is selected as the order specification method)

320
o, RCO1
Gontrol GtiN

Lot No. 502701

e s

Figure 2-26: Order Input dialog box

(when “QC01-QC20” is selected as the order specification method)

3. Select the assay group for which to implement quality control, then select the

control type and lot number to use.

When “QC01-QC20” is selected, select the QC sample number (QC01-QC20).

Press OK once input is complete.

The input content is reflected in the order screen and the order input dialog box
closes. Press Cancel to discard the input content and close the order input dialog

box.

joblist screen.

Press Regist. on the operation panel. The order is registered and reflected in the
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% Note:

When analysis is started without pressing Regist. on the operation panel, orders
entered on the screen are automatically registered.

2.6 Registration of STAT orders

With STAT orders, analysis orders can be registered for the samples which are placed
in STAT holders.

1. Display of the STAT order registration screen
Press STAT on the toolbar to place a STAT order.

(8 STAT Order,

X

- 2% s Y, ~hy AN
| 8 = e, | &2 -« N )
IR d TR T RO
‘ek’ﬁ 5T ok Order Reatonl | 0CCHart | Gurve Mafht. Vemh Stath Sz St Start
STAT Holder
Set/Remove
A 1 2 3 4 5 Sample
Order Entry.
Pos. Sample No PT APTT Fbg 1 v VI
Flags—
1 123-456-789 v Detaile}i
Settings
2 123-456-788 Dt v v A
3 123-436-789 Mc Dt v v v ) T D
Regist.
B 4
5

)
Clos€’

- \
e | SmE \

Figure 2-27: STAT order screen

The STAT order screen is composed as described below.

A Indicator display area
The status of samples set in the STAT holder, and the analysis status, are displayed.

B Order list display area
Orders are displayed for the samples placed in the STAT holder.

C Profile button display area
Profile buttons registered by customization are displayed here.

D Operation panel area
Operation buttons used on the STAT order screen are displayed.
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The various areas are described below.

Indicator display area
The status of samples set in the STAT holder and the analysis status are displayed by

indicators.

The displayed indicators distinguish STAT samples by status.

Table 2-03: STAT sample status

Analysis orders

Unconfirmed/ Confirmed Analyzed
None
Sample No | (1)
Yes | (2) (3) (4)
Table 2-04: Indicator types and status
Indicator Status

Samples can be set.

(1))

The sample cannot be removed because it has not yet been
analyzed nor dispensed.

(3)

The sample can be removed because dispensing and analysis

have been completed.

(4)

Order list display area
Registered orders are displayed in the order list display area.

Pos.
Sample No.

Flags

Displays the location of the STAT holder.

Sample number is displayed.
Press Order on the operation panel to display the order
input dialog box, then input the sample number. A mouse
and keyboard can be used for direct input.

Flags indicate the status of detailed settings for the order.
They indicate whether any changes have been made in
detailed order settings (any change from the default analysis
settings), and the analysis mode.

Table 2-05: Flag display

Changing detailed settings
Yes No
Analysis Normal | “Dt” “ " (space)
mode Micro | “Mc Dt” “Mc”
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% Note:

If the sample volume is minimal, you can analyze in micro-sample mode.

In micro-sample mode, expanded functions such as automatic re-analysis will not
be performed. When there are many analysis parameters, it takes time to
complete analysis because dispensing is performed directly from the tube or the

sample cup.

Parameters The assay group name will appear.

Check The parameter for which there is an order has a check mark
“v” displayed.
Orders can be input using the order input dialog box or by
pushing the profile button. A cell can also be clicked directly
to order (reverse the “v™).

> Switches the display items (columns) one page to the right.

<< Switches the display items (columns) one page to the left.

4 Moves the displayed item (column) one place to the left or
right.

AY Moves the cursor up and down.

Profile button display area
Buttons for the profile orders registered in the order list are displayed in the profile

button display area.

Profile button

Operation panel area

One or more parameters that have been registered under
Customize are made into a set and ordered.

When a button is pressed, a mark appears on the Profile
button.

Use the Customize dialog box to register and change Profile
button.

Operation buttons used on the STAT order screen are displayed.

Set/Remove Sample Moves the STAT sample holder to a position where it is

Order Entry

accessible.

When the STAT holder moves to an accessible position, the
STAT/buffer table cover LED of the Main Unit turns green,
indicating that the cover can be opened.

The order input dialog box will appear. (See “Chapter 2: 2.3:
1. Order input”.)

If the selected order is not able to be edited at that time, the
edit parameters are also disabled and only the Cancel is
enabled in the order input dialog box.
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Detailed Settings The detailed settings dialog box will appear. (See “Chapter
2: 2.3: 3. Detailed settings”.)
If the selected order is not able to be edited at that time, the
edit parameters are also disabled and only the Cancel is
enabled in the detailed settings dialog box.

Regist. Registers the order input from the STAT order screen.
Once registered, the content of the order is reflected in the
joblist screen.

Close Closes the STAT order registration screen.

2. Sample preparation and the start of analysis
The preparation of STAT samples and the method for starting analysis are described
below.

1.

Press Set/Remove Sample on the operation panel.
The Confirmation dialog box will appear.

Press OK on the Confirmation dialog box to interrupt analysis and move the STAT
holder to an accessible position.
The Executing dialog box appears until the movement is complete.

When STAT holder movement is complete, the Executing dialog box closes
automatically.

At that stage, the STAT/buffer table cover LED of the Main Unit turns green,
indicating that the cover can be opened.

Open the STAT/buffer table cover and set the sample in the STAT holder.

Input the order for the sample set in the STAT sample holder, then press Regist.

Close the STAT/buffer table cover and press OK on the barcode read dialog box
The barcode reading will start.

Press the Start button on the Main Unit, or Start on the IPU menu screen toolbar.
STAT sample analysis starts.

After STAT sample analysis, press Set/Remove Sample.
Take the analyzed sample out of the STAT holder.
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3. Joblist

This chapter explains the functions of the joblist.
Orders and progress/analysis results can be displayed using the joblist.

3.1 Overview
Major joblist functions:

Order
Orders are registered via the operation panel on the main screen of the joblist. For
details, see “Chapter 2 Order Registration”.

Browser

Analysis results are graphically displayed via the operation panel on the main screen
of the joblist. For details, see “Chapter 4 Browser”.

Validate
Analysis results are validated in two ways, automatic or manual validation.

Display condition
The display conditions for the analysis results list can be set.

Find

Analysis results displayed in the analysis results list can be searched.
Marking

Selected results in an analysis results list are marked.
Print

Analysis results are printed out.

Host output
Analysis results are output to the host.

Delete
Selected results in an analysis results list are deleted.
Edit
Analysis orders are edited for the samples not yet analyzed, or sample information is
edited for already analyzed samples.
Recalculate
Calculated parameters can be recalculated.
Export

Selected results in an analysis results list are exported.

Customization
Display parameters in a joblist are customized.
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3.2 Joblist display

The display function can display all registered orders (samples/QC/calibration
curves), their state of progress and analysis results.

% Note:

When a new analysis result is obtained, the list is updated within 30 seconds.
However, when in mark mode, the list is not updated until mark mode is ended.

The joblist can be displayed by the method below.

¢ Press Joblist on the toolbar.

50-50/1930) X
- o, N, 1 4 ( ) (
3 . e | &0 Ny | R ~
W | & S 2SN >
ST . Reseent | a0 Chart | Savel | mo) | we | sid Suigomn S £
stats  Fak Mo gpleNo  F VG H  Date  Tine  Samlelnfo.  Sea. R Pl )
. Ord
000012-01 01 F V G H 2010/06/04 15:15 2 1 @
000013-01 1 F V G H 2010/05/04 15:20 21 13.8 @ Bmwgr H—B
000018-02 2 F VG H 2010/08/04 15:20 2 18.1 )
A_' 000014-01 3 F V G H 2010/06/04 15:28 2% 13.2 3 Validate
000014-02 4 F VG H 2010/08/04 15:28 2% 13.0 )
Display;
ition
000015-01 5 F VG H 2010/08/04 15:25 2% 18.2
000015-02 6 F VG H 2010/08/04 15:25 2 18.1 . )
Find
000016-01 7 F VG H 2010/08/04 15:27 27 13.2
000016-02 8 F VG H 2010/08/04 15:27 28 18.1
000017-01 9 F VG H 2010/06/04 15:29 29 18.2 )
More
Closé
LAamE

Figure 3-01: Result Display screen (joblist main screen)

A List display area

Information on all registered orders for samples, QC and calibration curves are
displayed together with the analysis results. The display can be changed using tabs.
The tabs and the listed content within each tab can be set using the Customize
function.

List Displays job information as a list. Up to 20 lines can be
displayed on one screen. The displayed parameters
(columns) can be customized. See “Table 3-01 Table of list
display items” for information on list display items.

f Moves the line selection cursor to the line at the start of the
list.
; Moves the line selection cursor to the line at the end of the

list.
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»>

<«

<<«

44

B Operation panel area

Displays the page above. The cursor does not move in the
process.

Displays the next page down. The cursor does not move in
the process.

Moves the line selection cursor up one line. When the
cursor reaches the top displayed line, the display scrolls up
one line.

Moves the line selection cursor down one line. When the
cursor reaches the bottom displayed line, the display scrolls
down one line.

Scrolls one page to the left. Page scrolling scrolls
parameters other than fixed parameters.

Scrolls one page to the right. Page scrolling scrolls
parameters other than fixed parameters.

Scrolls one parameter to the left. Parameter scrolling scrolls
parameters other than fixed parameters.

Scrolls one parameter to the right. Parameter scrolling
scrolls parameters other than fixed parameters.

Buttons for operating the main screen of the joblist are displayed.

1st page
Order
Browser

Validate

Display Condition

Find

2nd page
Mark

Print

HC Output

Delete

Displays the Order Registration main screen.

Displays the analysis result in the cursor line in the browser
window.

Performs validation of analysis results.

A Display Conditions dialog box appears. Use it to select
conditions for inclusion in the list display. The buttons are
marked with the names of display conditions.

The Find dialog box is displayed to allow searching for a
specific sample etc. within the displayed list.

Appends marks to analysis results. The operation panel is
changed to mark mode.

Prints out analysis results. The Printing dialog box will
appear.

The analysis data is output to the host. The Host Output
dialog box will appear.

Analysis results for completed analyses and orders that
have not yet been analyzed can be deleted. The Deleting
dialog box appears.
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Edit

Recalculate

3rd page
Export

Customize

If analysis of the sample in the line selected in the list
display area has not yet started, the Modify Order screen is
displayed. If analysis has been completed, the Edit Sample
Information dialog box is displayed. A warning dialog box
appears if the sample is being analyzed.

This function recalculates calculated parameters.
The Select Test to Recalculate dialog box will appear.

Exports analysis results displayed in the analysis results
list. The Export dialog box will appear.

Customizes the Joblist screen. The Customize dialog box
will appear.

Common to the 1st to 3rd pages

More If the Operation panel comprises multiple pages, use this
button to switch between pages.
Close The Joblist screen closes.
Table 3-01: Table of list display items
Parameters Summary and display explanation

Status Displays whether analysis of the sample has started and whether it has been
completed.

Pending Indicates a job that has been ordered but which has not
started analysis.

Processing Indicates that one of the analysis parameters is being
analyzed.

On Hold Indicates that all analysis parameters have been completed
but the calibration curve has not been confirmed, so
calculation parameters cannot be calculated.

“ 7 (space) This indicates that analysis of all analysis parameters has
been completed normally.

Review This indicates that analysis of all analysis parameters has
been completed but a issue that requires confirmation by
the user has occurred in one or more parameters.

Error This indicates that analysis of all analysis parameters has
been completed but an error has occurred in one or more
parameters.

Rack No. - Pos. Indicates the rack number and tube position where the sample was placed. For
the STAT Sample Table, STAT-Holder No. (1-5) is displayed. If calibrators have
been placed on the reagent table, “REAG” is displayed.

Sample No. Indicates sample ID numbers and whether any numbers have been
duplicated. If any sample ID numbers are duplicated and have the same
analysis date, an asterisk “*” is displayed on the right side of the sample ID
number.

F (Final flag) This flag marks the final F Indicates that this is the final
data in a set of analysis line.

Icijr?é:contalnmg multiple “ 7 (space) Indicates that this is not the

final line.
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Table 3-01: Table of list display items

Parameters Summary and display explanation

V (Validation flag) This flag indicates the \ Indicates that the result has
validation status of the been validated.
analysis result. “” (space) Indicates that the result has

not been validated.

G (Not output indicator) Indicates that the result G Indicates that the result has
has not been printed out. not been printed out.

H (Not output indicator) Indicates that the result H Indicates that the result has

has not been output to the
host.

not been output to the host.

Date (Analysis date and
time)

Indicates the date and time when analysis of the sample began.

Seq (serial No.)

Displays the sequential number, counting from when the power was turned
ON.

Sample No. Attribute (ID
Information)

Indicates the origin of the
sample ID No.

A

Indicates that the number
was assigned automatically
by the instrument.

Indicates that the number was
read from a barcode.

Indicates that the number was
specified by the host.

Indicates that the number was
input manually.

Sample Info.

Indicates the results of the
check for inhibitors in the
sample (only in normal
mode) and the sample
volume check.

“Hem”

Indicates that the hemolytic
check exceeded the
acceptance limit.

uH*u

Indicates that the influence of
turbidity or other inhibitor in
the sample prevented an
accurate hemolytic check.

“|Ct”

Indicates that the icteric
check exceeded the
acceptance limit.

“|

Indicates that the influence of
turbidity or other inhibitor in
the sample prevented an
accurate icteric check.

“Lip”

Indicates that the lipemic
check exceeded the
acceptance limit.

uL*H

Indicates that strong turbidity
in the sample prevented an
accurate lipemic check.

“\ol”

Indicates that the sample
volume check exceeded the
preset range.

Indicates that no volume check
was carried out for that sample.

“ o

(space)

Indicates that hemolytic,
icteric and lipemic checks
were all below the
acceptance limits and the
sample volume check fell
within the preset range.
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Table 3-01: Table of list display items

Parameters Summary and display explanation

Sample Type Indicates the sample “ " (space) Indicates that the sample is a
category: Routine sample/ routine sample.
(S);I’l/i%'l'rast%rﬁple/QC sample/ ] Indicates that the sample is a

STAT sample.

Q Indicates that the sample is a
QC sample.

C Indicates that the sample is a
calibrator.

Analysis Seq. If the line includes “17-10” Indicates how many times
parameters subject to replicate analysis results
multiple analysis, the have been obtained, before
numbers are displayed averaging. “1” is displayed if
sequentially in mean data this is the first duplicated
calculation units. “m” is analysis result, before
displayed for mean data. averaging.

m Indicates that this is the
mean data from replicate
analysis results.

“ " (space) Indicates that replicate
analysis was not performed.

R (R flag) This flag indicates a re- R Indicates that the sample has
analysis (reflex test, repeat been re-analyzed.
gﬂglﬁzzfr rediluted “ 7 (space) Indicates that the sample has

not been re-analyzed.

Analysis mode Indicates the setting status | N Indicates a standard mode
of the order. analysis.

M Indicates a Micro-sample
mode analysis.

CP (Closed analysis) Indicates that the sampling | CP Indicates that the sample
was closed (with cap received closed sampling.
closed). “ ” (space) Indicates that the sample did

not receive closed sampling.

Detailed settings Indicates whether detailed Dt Indicates that a detailed
settings (performance of setting was changed from the
reflex tests, dilution ratios, regulation value for any
etc.) were changed. analysis parameter.

“ ” (space) Indicates that no detailed

setting was changed from the
regulation value for any
analysis parameter.

Sample comment

Displays a comment about the sample. Input is only possible for analysis

results.

Patient Name

The patient name, as received from the host computer, is displayed.

Validation

Indicates the date and time of validation.

Validating User

The login ID of the user who validated the sample is displayed. If the sample
has been validated and auto validation was used, “ ” (space) is displayed.
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Table 3-01: Table of list display items

Parameters

Summary and display explanation

Date/Time Ordered

Displays the date and time of order registration. The format of display is
determined by the system setting.

Ed (Edit flag) This flag indicates whether | Ed Indicates that the sample
the sample information has information has been edited.
been edited after the > .
completion of analysis (space) Indicates that the sample
information has not been
edited.
Assay Parameter Displays the results of all “v7 Indicates that the parameter
analyzed assay has not been measured.
%%ﬁigl?ggrtshgrsrgetl;kgf “©” (Black) Indicates that dispensing is in
progress. If dilution progress.
analysis was performed, “O” (Green) Indicates that heating is in
the analysis results are progress.
corrected to the results for
a dilution ratio of 1/1 forthe | “©” (Red) Indicates that measurement
purpose of display. is in progress.
Numerical Indicates that analysis is
analysis complete.
results

% Note:

Alphanumeric characters can be used for sample comment and patient name.
Alphanumeric characters are only A-Z, a-z, and 0-9. Localized characters cannot
be input.
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3.3 Display analysis results

Assessment flags are displayed for analysis values and results for parameters which
have been fully analyzed. The background color changes according to the analysis
result. If an error etc. occurs, the display of analysis results, assessment flags on
analysis results and background colors are as shown below.

Table 3-02: Analysis result display in the event of an error

Display Display explanation
o Displayed if analysis data was not obtained due to an error or other
cause.
fomm - ? Displayed if calculated parameters could not be calculated, or if a
mean could not be calculated.
XXX XX? Displayed if the lack of a confirmed calibration curve prevented the
calculation of a calculated parameter.
“hrt.t+” Displayed if the number of displayed digits is exceeded.
“IU.ar In case of multiple analysis, this is displayed if there was an input
value error in the mean calculation process.
Table 3-03: Assessment flags
. Priority Flag
Flags Flag explanation order position
o Displayed if there were disparate data among 1 Left
the results of multiple analyses, if the data
confidence was judged to be low because the
MDA slope ratio was judged to be abnormal, or if
the data confidence was low for any other
reason.
“” Displayed when the result is from dilution 2 Left
analysis (dilution rate different from the analysis
protocol setting).
“<” Indicates when the check parameter value has 3 Left
exceeded the lower report limit.
“>” Indicates when the check parameter value has 3 Left
exceeded the upper report limit.
“+” Indicates when the check parameter value has 4 Right
exceeded the mark limit value on the “+” side.
Indicates when the check parameter value has 4 Right
exceeded the mark limit value on the “” side.

Displayed when only one assessment flag, left or right, is present. When multiple flags
have been issued, the one according to priority is displayed. In normal circumstances,
no flags are present.
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The background color of the status indicator and result flag columns in the list can
change, depending on the analysis status and result for the sample. The relationship
between the background color and the analysis status is as shown below.

Table 3-04: Relationship between the background color and analysis status

Bac(l:glr:rund Analysis status
Blue “Pending” (not yet analyzed)
Green “Processing” (being analyzed)
No color “ 7 (space) (analysis completed)
Yellow “Review”, “On Hold” (analysis complete, review
required)
Red “Error” (analysis completed with error)
3.4 \Validation

The validation function consists of both automatic and manual validation.

Auto validation
Once the analysis finishes, it is validated according to the preset conditions. (See
“Chapter 8: 8.3 System settings”.)

Manual validation
Samples that have not been validated can be validated manually. Once the validation
is complete, the analysis results are output automatically (printed/transferred to host
computer) according to the preset conditions.

Validation is performed for the completed sample. If the data for a single sample
covers multiple lines due to multiple analyses or re-analysis, the analysis results that
are related to the selected line are combined and validated.

1. Select the line to validate from the joblist.

2. Press Validate on the operation panel.
The sample on the selected line is validated and the validated results are output
according to the automatic output settings.

% Note:

¢ In the following cases a warning dialog will be displayed. Press OK to close the
warning dialog.
e When Validate is pressed for a sample that has not finished for analysis.
e When Validate is pressed from a log-in account without permissions (“night
operator” authority).
e About displaying the list of validated samples
e The validate flag turns into a V.
e The current date/time is entered for the validation date/time.
e The user account name at the time becomes the validating user. (When it is
validated automatically, the validating user is “ ” (space).)
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3.5 Select display conditions

The Display Condition dialog box can be used to set the content displayed in the list.

m Information

The number of samples displayed in the list increases depending on the selected
display condition. This may take minutes to display the joblist. If the display
condition is changed during analysis, next sample aspiration is paused until the
joblist is completely displayed.

1. Press Display Condition on the operation panel.
The Display Conditions dialog box will appear.

Display Condition

Display Condition

Display Condition

Today ‘ STAT

Not Validated

Today

STAT ‘

Not Analyzed

Not Validated ‘

Validated

Not Output to HC ‘

QC/Calib Gurve QC/Calib Gurve All sample. ‘

‘ Not Output to HC ‘

Latest 50

new ‘

More

Gancel

(Up to 10 display condition
buttons)

(11 or more display
condition buttons)

Figure 3-02: Display Conditions dialog box
Display Condition The buttons set by customizing display conditions are
displayed. The buttons which have not been set by
customizing display conditions are not displayed on the
Display Conditions dialog box.

More If there are 11 or more display condition buttons, this
button switches between pages. It is not displayed if

there are 10 or less display condition buttons.

Cancel Closes the Display Condition dialog box.

2. Press the button for Display Condition.
The list display for the joblist is filtered and sorted according to the selected
display condition and the Display Condition dialog box is closed.
When the display conditions are switched, all marks selected up to that point are
canceled.
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Date specification
If Specify Date is selected under Display Conditions, the Specify Date dialog box is

Revised April 2013

displayed.
August, 2007
Sun Mon Tue Wed Thu Fri  Sat
29 30 311 2 3 4
5 6 7 8 9 10 11
12 13 14 15 16 17 18
19 20 21 22 23 24 25
26 27 28 @ 30 31 |
2 3 4 5 6 7 8
Display [ Close [
Figure 3-03: Specify Date dialog box
Calendar A calendar is displayed for specifying the date. Any one
date can be selected.
<4 Display the calendar for the previous month.
> Display the calendar for the next month.
Display The list display of the joblist is filtered and sorted
according to the display conditions selected from the
Display Conditions dialog box, and the date selected
from the calendar, and the Specify Date dialog box and
the Display Conditions dialog box close.
Close Close the Specify Date dialog box, and go back to the

Display Conditions dialog box.
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3.6 Find

In the Find dialog box, Sample No., Rack No. or Patient Name can be used as the
search key to search in the listed sample information.

1. Press Find on the operation panel.
The Find dialog box is displayed.

Find

‘. Sample o | |

————

Search key (‘ N || — ;I LI ;i

r = ﬂ ﬂ ﬂ Numeric
keys

. HaE

= 5

Search Up | Search Down ‘ Glose

Figure 3-04: Find dialog box

Search key Selects the search target. Select one of the following:
Sample No.
Rack No.
Patient Name
The selection is retained even if the Find dialog box is
closed. The initial search key after the power is turned
ON is sample ID number.

Field to enter This is the field for entering search text. The search text

search text is retained even if the Find dialog box is closed. The
display becomes blank when the search key is changed
or after the power is switched ON.

Numeric keys Use this keypad to input sample ID numbers, rack
numbers and patient names.

Search Up The search runs upwards through the list, starting at the
current cursor position.

Search Down The search runs downwards through the list, starting at
the current cursor position. When a line matching the
search terms is found, the cursor moves to that line. If
there are no matching lines, a Warning dialog box is
displayed.

Close Closes the Find dialog box.
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2. Select the search key, then input the search text string in the field to enter search
text.

% Note:

“** can be used as wildcards so that the entire word need not be spelled out.
*: *is used as a substitute for zero or more characters. Searching for 9* would
return data beginning with 9, including 91, 985, etc. Searching for *9 would

return data ending with 9, including 589, 1009, etc.

3. Press Search Up or Search Down to start the search.
When a line matching the search terms is found, the cursor moves to that line. If

there are no matching lines, a Warning dialog box is displayed. Change the
search terms and search again.

Could not find the data that accords to
the criteria.

QK

Figure 3-05: Warning dialog box
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3.7 Adding/deleting marks

Marks can be attached to analysis results (lines) displayed in the analysis results list.
Lines with marks attached are displayed with green background.

1. Press Mark on the operation panel.
The operation panel changes to mark mode and the button for attaching marks

appears on the panel.

E8 Joblist(Today50-50/1930)

o K‘H =8 e N5y, v AR (
& L Z o | EY o N N “
& & %§ ﬁ.‘ = «éjﬁ LR Q| Y () =
Gews I empiste  |F Y6 W] bme (Time | sewle e | s (B| PLES
= CGurrent.
000012-01 ol F V G H 2010/06/04 15:15 20 181 @
000013-01 1 F VG H 2010/06/04 15:20 21 13.3 @ oA
000013-02 2 F YV G H 2010/06/04 15:20 2 13.1 )
000014-01 3 F ¥ G H 2010/08/04 15:03 2 18.2 y All
000014-02 4 F YV G H 2010/06/04 15:23 Hen lot Lip Yol 24 18.0 )
Reléase all
000015-01 5 F ¥ G H 2010/08/04 15:35 Vol 35 13.2
000015-02 6 F ¥ G H 2010/08/04 15:35 Hen [ot 2% 12.1
000016-01 7 F YV G H 2010/06/04 15:27 7 13.2
000016-02 8 F YV G H 2010/08/04 15:27 2 12.1 @
000017-01 9 F YV G H 2010/06/04 15:29 29 13.2 @ )
Back’
e|052
_S=8 LAamE [

1
Operation panel area

Figure 3-06: Joblist screen (Marking mode)

Operation panel area
Current

Same Date

All
Release all
Back

2. Press the control button to attach and clear marks.

3. Press Back.

The mark status of the line selected in the list is reversed.
If the button is pressed while a marked line is selected,
the mark is removed and the cursor moves to the next
line.

All lines with the same analysis date as the cursor line
are marked.

All lines displayed in the list are marked.

Clears all marks.

Ends mark mode.
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% Note:

When a new analysis result is obtained in mark mode, the list is not updated until
mark mode is ended.

3.8 Printing analysis results

The analysis results displayed in the analysis results list can be printed out.

% Note:

When unvalidated results are printed, the output is for laboratory use only
(“Laboratory use only” is printed in the background). Even if an unvalidated
analysis result has been printed out, the flag “G” that shows no print with printer
on the joblist screen is not changed.

1. Select or mark the line to Print from the analysis results list.
2. Press Print on the operation panel.
The Printing dialog box will appear.

The result will be printed

[ Target Data

‘ @ CursorDam ‘ Marked Data ‘ All

Figure 3-07: Printing dialog box

Target Data Indicates the data for printing.
Cursor Data Select to make the current cursor line a printing
selection.
Marked Data Select to make marked lines printing selections.
All Select to make all lines for displayed analysis results
printing selections.
Format Specifies the format for printing.
Graphic Print Select for report (GP) output.
List Print Select for list print output.

3. Specifies the content and the format for printing.
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4. Press Print.

The Printing dialog box is closed and the specified print selection is printed in the
specified print format. The Spooling dialog box is displayed while the print
selection information is being output to the printer spooler.

Press Cancel to discard the specified print settings and close the Printing dialog.

How Spooling ...

Mow Spooling

Please wait.

Figure 3-08: Spooling dialog box
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3.9 Deleting displayed analysis results

Analysis results displayed in the analysis results list can be deleted.

m Information

The only samples that can be deleted are those with orders that have not been

analyzed yet and those for which analysis has been completed. Samples that are
being analyzed cannot be deleted. Deletion affects samples completely, so when
a line is deleted, all related lines (concerning the same sample) are also deleted.

1. Select or mark the samples for deletion from the analysis results list.

2. Press Delete on the operation panel.
The Deleting dialog box appeatrs.

The result will be deleted.

Target Data

‘ @ CuserDan ‘ Marked Data ‘ Al

Delete ‘ Cancel

Figure 3-09: Deleting dialog box

Target Data Specifies the data for deletion.
Cursor Data Select to make the current cursor line a deletion
selection.
Marked Data Select to make marked lines deletion selections.
All Select to make all lines for displayed analysis results

deletion selections.

Specify the data for deletion.

Press Delete.
Closes the Deleting dialog box and deletes all data specified to be deleted.
However, if the deletion selections include samples that have not completed

analysis, a warning dialog box will appear. Press OK. The lines will not be deleted
at that time.

Press Cancel to cancel the deletion and close the Deleting dialog box.
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3.10 Editing sample information

Sample information editing is performed on samples which have already been
analyzed. Validated samples cannot be edited. If a single sample covers multiple
lines, due to multiple analysis or re-analysis, the editing results are reflected in all the
lines concerned. An Edit flag is attached when sample information has been edited.

1. Select a sample (line) in the analysis results list for which analysis is complete,
then press Edit on the operation panel.
The Edit Sample Information dialog box will appear.

Edit Sample Info

peckis [ Gmw| P
Sample Mo I i PaNt;i:; I 7 2 o
Sample I Up
Comment
4 a (]
Down
' ? * | H-Numeric
keys
0 = [
ALPH Enter
Update ‘ Cancel ‘
Figure 3-10: Sample Info Editing dialog box
Rack No. The rack number is displayed.
Tube Position The tube position is displayed.
Sample No. This is the field for entering the sample ID number.
Patient Name The patient name, as received from the host computer,
is displayed.

Sample Comment This is the field for entering sample comment.
Up The cursor moves to the next input field above.
Down The cursor moves to the next input field below.
Numeric keys Use this to input sample ID number.

% Note:

Alphanumeric characters can be used for sample comment and patient name.
Alphanumeric characters are only A-Z, a-z, and 0-9. Localized characters cannot
be input.

2. Edit the sample information.

3. Press OK on the operation panel.
Saves the settings of the Sample Info Editing dialog box and closes the dialog.
Press Cancel to discard the settings from the Sample Info Editing dialog and
close the Sample Info Editing dialog box.
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3.11 Recalculation of calculated parameters

A new calibration curve can be set, and that curve is used to recalculate calculated
parameters.

1. Select or mark the analysis result lines to recalculate.

2. Press Recalculate on the operation panel.
The Select Test to Recalculate dialog box will appear.

Select Test to Recalculate

[ Sample

‘ . Cursor Data ‘ Marked Data

Calculation Test

.i
i

Recalculate Cancel

Figure 3-11: The Select Test to Recalculate dialog box

Sample Specify the subject samples.
Cursor Data Select to make the current cursor line the subject.
Marked Data Select to make marked lines subjects.

Calculation Test Specify the subject parameters.

Recalculate Perform recalculation.

Cancel Close the Select Test to Recalculate dialog box without

performing recalculation.

Specify subject samples and parameters.

Press Recalculate.
After recalculation, the dialog box will appear.

5. Press OK.
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A Caution!

If samples or parameters are included that cannot be calculated, the following
dialog box is displayed.
Press OK to close the dialog box.

There is a sample or assay parameter which can not be recalculated
The following sample or assay parameter can not be recalculated.

“Validated sample

*Sample in Pending/Processing

" Sample analvzed in the guality control

*Sample analyzed in the calibration curve

*Assay parameter in which there iz no validated calibration curve.
* Azsay parameter in which the calibration curve expires.

Ok

Figure 3-12: Recalculation warning dialog box

% Note:

» Recalculation is not possible while the instrument is analyzing.

* Assay parameters which have been recalculated are flagged.
Press the Detail in the browser main screen to check the Details dialog box.
For more information, see “Chapter 4: 4.2: 2. Detail display”.

¢ After recalculation, the calculation results are not output to the host computer
and the printer automatically.
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3.12 Exporting analysis results

Analysis results displayed in the analysis results list can be exported to a file in CSV
format. The exported content is the same as the output for list printing.

1. Select or mark the analysis result lines to export.

2. Press Export on the operation panel.
The Export dialog box will appear.

The result will be exported

Target Data

‘ @ CusorData ‘ Marked Data ‘ Al

Export ‘ Cancsl

Figure 3-13: Export dialog box

3. Select the data to export, and press Export.
The analysis results are output to the file in CSV format.
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3.13 Customizing the joblist screen

The customization function can change the parameters displayed in the analysis
results display screen (the joblist screen) and the display conditions (filtering, sorting
and viewing conditions).

1. Customizing displayed parameters

1. Press Customize on the operation panel.
The Customize dialog box will appear.

2. Select the Displayed Prameter tab.
The screen for setting the display parameters is displayed.

Customize.

Displayed Pararmeter | Display Gondition |
Parameter List Displayed Parameter
<<Fixed>> A

: >>Insert>> Status

Sample Distinction Code Rack Mo.~Tube Position

Seq. No. il = mpole No

Wode <<Floating>>

Cp F

Dt > Add>> v

Sample Comment G

Patient Name H

Validate | Date |

Validated by Time

(Ordered on <<Deletedd Sample Info.

Ed Seq.

Fbg sec e

1l sec PT s=c

W sec PTR

VIl sec PT INR

X sec ] APTT sec ~

0K Cancel

Figure 3-14: Customize dialog box-Display ltem

Parameter List Displays the list of parameters that can be displayed in the
joblist. Only one line can be selected in the list display.

Displayed Parameter This is the field for setting the displayed parameters.

>>Insert>> Inserts the parameter selected in the Parameter List
into the Displayed Parameter List at the cursor
position. The inserted parameter is deleted from the
Parameter List at that time.

>>Add>> Adds the parameter selected in the Parameter List at the
bottom of the Displayed Parameter List and moves the
cursor to the bottom of the list of Displayed Parameter
List. At this stage, the parameter is deleted from the
Parameter List.

<<Delete<< Deletes the parameter selected under Displayed
Parameter List. At this stage, the deleted parameter is
added to the Parameter List at the original position and
the cursor moves to the original position of the list.

3. Press OK to end settings.
The displayed parameter settings are reflected in the Customize dialog box and
the Customize dialog box closes.
Press Cancel to discard the Displayed Parameter settings and close the
Customize dialog box.
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2. Customizing display conditions

1. Press Customize on the operation panel.
The Customize dialog box will appear.

2. Select the Display Condition tab.
The screen for setting display conditions is displayed.

Displayed Parameter Display Condition |

Display Cendition List

Hodaw I
STAT

Net Analyzed

Not Validated

Validated

Net Qutput to HS Up Add
QC/Calib. Curve
All sample
Latest 50
Specify Date
MNew Down

Change Display
Condition

Delete

0K Cancsl

Figure 3-15: Customize dialog box-Display Condition

Display Condition List Displays the list of registered display conditions. Only
one line can be selected in the list display. When the
dialog box is first displayed, the top line is selected.

Up Moves the condition selected in the List of Display
Conditions up one line.

Down Moves the condition selected in the List of Display
Conditions down one line.

Add Adds a display condition to the bottom line of the List of

Display Conditions. When added, the default name for
the condition is “New”. If the number of display
conditions registered is already at the maximum, a
warning dialog box is displayed and it is not possible to
add more.

Change Display Displays the Filter/Sort/View Settings dialog box for
Condition making filter/sort/view settings to the display conditions
selected in the List of Display Conditions.

Delete Unneeded display conditions can be deleted by deleting
the Display Condition selected in the List of Display
Conditions.

3. Press OK to end settings.
Display Condition settings are reflected in the Customize dialog box and the
Customize dialog box closes.
Press Cancel to discard the Display Condition setting and close the Customize
dialog box.
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3. Filter/Sort/View Settings dialog box

1. Press Customize on the operation panel.
The Customize dialog box will appear.

2. Select the Display Condition tab.
The screen for setting display conditions is displayed.

3. Press Change Display Condition.
The Filter/Sort/View Settings dialog box is displayed.

Display Cordition:  [Today Display Condition:  [Today
[Fiter |Sort | View | Fiter  Sort |View |
W Use Fifter
W Uss Sort
Specify Analysis i
[T Status/Result itk
I~ Not Analyzed I Vald I & OFF ‘
I=| Anal First Rack No. ~| & Ascerding ¢ Descending
Key
eI I" Final Report I Latest 50/amp
5
e I~ Specify Output Status. Second [Sample No S| ot ® B
Key
I Print @ Not- € out
pu
"~ Specify Sample Distinction
Code.
r . D G Third | @ Ascending € Descending
J=| linat ik s Key
I STAT
I Calitr
I Qualit

[~ Specify Analysis Date  ————————

@ Specify Range |

Today o] - Today i

" Specify Date
Save. Close. ‘ Save Close ‘

(Filter tab) (Sort tab)

Display Condition: |Today

Fiter | Sort  [View ||

Follow mode

& Normal € Follow

Display line number

& 10lines € 20 lines

Save. Close. ‘

(View tab)
Figure 3-16: Filter/Sort/View Settings dialog box

Display Condition This is the field for editing the name of the display
condition. Up to 10 characters can be input.
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Filter tab

Use Filter

Specify Analysis
Status/Result

Not Analyzed
Analyzing
Completed
Review Required
Error

Specify Sample
Distinction Code

Ordinary Sample

STAT

Calibrator

Quality Control
Specify Flag

Validate

Final Report

Latest 50 samples
Specify Output Status

Print
HC

Specify Analysis
Date

Sets whether or not to use the filter function.
Add a check mark: Use the filter function.
Remove the check mark: Do not use the filter
function.

Sets whether or not to specify the analysis status and
results.

Add a check mark: Specify the analysis status and
results.

Remove the check mark: Do not specify the analysis
status and results.

Specifies results that have not yet been analyzed.
Specifies results that are being analyzed.
Specifies results that were completed without error.
Specifies results that need review.

Specifies results that have errors.

Sets whether or not to specify the sample category.
Add a check mark: Specify the sample category.
Remove the check mark: Do not specify the sample
category.

This specifies routine samples (non-MDA analysis).
This specifies STAT samples.

This specifies calibrators.

This specifies quality control (QC).

Sets whether or not to specify flags.
Add a check mark: Specify flags.
Remove the check mark: Do not specify flags.

Specifies validation flags.
Specifies final report flags.
Specify the latest 50 sample flags.

Sets whether or not to specify the external output
status.

Add a check mark: Specify the external output status.
Remove the check mark: Do not specify the external
output status.

Specifies print output status.
Specifies HC output status.

Sets whether or not to specify the analysis date.
Add a check mark: Specify the analysis date.
Remove the check mark: Do not specify the analysis
date.
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Specify Range

Specify Date

Sort tab
Use Sort

First key - Third key

Ascending
Descending
View tab

Follow mode

Normal

Follow

Display line number

4. Press Save to end settings.

Set the date range for filter display.

The filter start date can be selected from Today, 2
days before, 3 days before and One week before.
Filter end date is the present date.

When selecting display conditions, the measurement
date can be specified.

Sets whether or not to use the sort function.

Add a check mark: Use the sort function.
Remove the check mark: The display is sorted in
ascending order of analysis date and time.

Selects a sort key. The selection options below will be
displayed.

None

Rack Number

Sample Number

Date (Analysis date and time)

Seq.

(Selection options other than “None” will not be
displayed if they have already been selected for a
different key.)

Sort the list in ascending order.
Sort the list in descending order.

If a new line is added to the joblist, this setting
specifies whether or not to move to the screen
containing that line.

Do not move screens.

Move to the screen with that line.
* If the screen has been changed by this mode, the
data cannot be edited or output.

Set the number of lines to display on the joblist.
Choose between 10 lines and 20 lines.

The settings of the Display Conditions Filter/Sort/View Settings dialog box are
saved and the dialog box closes.

Press Close to close the dialog without saving the settings made in the Display
Conditions Filter/Sort/View Settings dialog box.
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4. Browser

This chapter describes the functions of the browser.
The browser can be used for graphical displays of analysis results.

4.1 Overview
Major browser functions:
Validate Analysis results are validated.
Print Analysis results are printed out.
Host Output Analysis results are output to the host.
Editing sample Sample information for analysis results is edited.

information
Export Raw data (binary) from analysis results are exported.
Customize Display sequence of browser window is customized.

4.2 Browser main window display

Analysis results for the line selected in the joblist can be displayed graphically in the
browser main window.

1. Press Joblist in the toolbar on the IPU menu screen.
The joblist main screen will appear.

2. Select the line for the analysis result to display, then press Browser on the
operation panel.

The browser main screen will appear.

k Ft{
e . ? 2 >
% O \h
\yv 3 o Reat QO Sh «d Sart
000002 01 @
A— 0 2010/10/20 164807 !
Validated 5
F 6HH_ lHem [ct Lip Vol
I Clotting @hrmmmgenlc Immunoassayy More
Method Method| Method| Up
F P APTT
PT sec T3 sec APTT sec 274 sec
r PTR RN
PTINR [RERE Down
[ Dilution Ratio T/ Dilution Ratio T
R o 15 m & e Validate C
F Fhe-DT —t—
Fhg DT sec 82 sec
Fbg DT 190 gL
B Print
[ Dilution Ratio 171 '__j )
T T HC'Output]
0 16 30 45 60
More
c:mg
L AmE |

Figure 4-01: Browser main screen
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A Sample information display area
Sample information is displayed for the analysis results that are on graphical

display.
(1) (3) (4)(5) (8) (1)
v e /
Co
alidate:
7 BlF GHH Hem lct Lip Yol

/ / | |
2 (7) (8) (9 (10)

Figure 4-02: Sample information display area

(1) Analysis status Analysis status is displayed. The display format is the
same as for the joblist status display.

(2) Validation status Validation status of analysis results is displayed.

(3) Sample No. Sample number and sample number attribute are
displayed.

(4) Rack-pos. Rack number + “- (hyphen)” + tube position are
displayed.

(5) Analysis date and Date and time of analysis are displayed.
time

(6) Sample comment  Sample comment input from the IPU is displayed.

(7) F flag F flags are displayed. The content and format of the
display are the same as for the joblist.

(8) R flag R flags are displayed. The content and format of the
display are the same as for the joblist.

(9) Not output indicator Indicates samples that have not been externally output.
The content and format of the display are the same as
for the joblist.

(10) Sample info. The results of the HIL check and sample volume check
are displayed.

(11) Patient Name The patient name, as received from the host computer,
is displayed.

B Graphical display area
Analysis results for each parameter (referred to below as the assay group) are
displayed graphically. This area is composed of tabs and the tabs set from the tab
list for display customization are displayed as well as the More tab. If all assay
groups have been assigned to tabs other than the More tab, the More tab is not
displayed. Up to 30 assay groups can be graphically displayed on one tab and up
to six tabs can be displayed. The tab names and the assay groups shown on them
can be customized. Up to six graphs can be shown on each page within a tab. If
there are seven or more, use ¥ and 2 in the lower right to change the displayed
page. Up to 30 assay groups on each tab and five pages of content can be
displayed.
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C Operation panel area

The operation buttons which apply to the graphically displayed analysis results are
displayed. Operation buttons apply to all graphically displayed analysis results.

1st page
Up

Down

Validate

Print

HC Output

2nd page
Edit Sample Info.

Export

Customize

Common to the 1st and
2nd page

More

Close

Makes the next line above the cursor position on the job
screen the graphically displayed analysis result.

Makes the next line below the cursor position on the job
screen the graphically displayed analysis result.

Validates the graphically displayed analysis result (on
the line selected by the cursor in the joblist). However,
validation can only be performed on analysis results for
which analysis is complete.

Prints the graphically displayed analysis result (on the
line selected by the cursor in the joblist).

Outputs the graphically displayed analysis result (on the
line selected by the cursor in the joblist) to the host.
However, host output can only be performed on analysis
results which have been validated.

Sample information for the graphically displayed
analysis results can be edited. However, sample
information editing can only be performed on samples
for which analysis is complete. The function is the same
as editing from the operation panel on the joblist screen.
For details, see “Chapter 3: 3.10 Editing sample
information”.

Exports the graphically displayed analysis result (on the
line selected by the cursor in the joblist) as raw data
(binary).

The Customize dialog box is displayed to allow
customization of the display content (tab names and
assay groups within tabs) in the graphical display area
of the browser main screen.

If the Operation Panel comprises multiple pages, use
this button to switch between pages.

Closes the browser screen.
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1. Graphical display of assay groups
Graphical display of the assay groups differs for each group, depending on the types
of analysis results. Analysis results are of the following types:

Table 4-01: Types of analysis results

No. Types of analysis results
1 Analysis results with reaction curves
2 Analysis results without reaction | Mean and final analysis results
3 curves MDA analysis results
4 Analysis results for Formula
calculation parameters

Graphical display of analysis results with reaction curves

Assay group
- Fhe-DT I
Fhg DT sec * 82 sec
Fbg DT * 1.90 g/l
Graph —— Analysis results
I Dilution Ratio 171
) ) ) ) Detail
0 15 3 45 A0 I I
|
Reference information Detail

Figure 4-03: Results with reaction curves

Assay group The assay group that is displayed graphically is indicated
here. The assay group has the display name registered for it
under Settings—Assay group settings (similarly below).

Graph The reaction curve used for calculation of analysis results is
displayed. Click in this area to switch to the details screen.
(See “Chapter 4: 4.8: 1.: Analysis results with reaction
curves”.) The reaction curve is drawn with a black line.
The display ranges for the X- and Y-axes of the graph differ
according to the analysis algorithms employed for the
analysis methods under the assay group settings.
The relationship between the analysis algorithm and the
axis display range is as described below.
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Table 4-02: Analysis algorithm and axis display range

Analysis algorithm
Percentage Rate VLin Drifting
detection method | method | method | Baseline
method

« | Range| Photometric 0-Photometric | 0-Photometric | 0-Photometric
x time 0-Max" ") | time 2 time 2 time 2
< Units | sec sec sec sec
;'_: Range| 0-4095 0-3544 | 0-3544 0-7089
>_‘P Units| A/D value oD oD oD

") The optimum time is automatically calculated from the

analysis results and displayed.

"2) Photometric time is set in the test protocol for each
assay group.

Analysis results Analysis results with reaction curves are listed. The display
composition for analysis results is as follows:

Table 4-03: Display composition for analysis results with
reaction curves

Assay parameter Value™ Unit™®

) The assay parameter has the display name registered
under Settings—Assay group settings—Assay parameter
settings (similarly below). If the wavelength was
changed to perform the measurement, an “&” is
displayed after the assay parameters.

2) Value includes assessment flags.

"3) The unit set under the assay parameter settings is
displayed.
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Reference information The dilution ratio is displayed as reference information.

Detail

The details dialog box appears when Detail is pressed. See
“Chapter 4: 4.2: 2. Detail display” for the details dialog box.

The color of the Detail button and the summaries of results
are as stated below.

Table 4-04: Display color for the Detail button

Button color Result summary

Red Red display indicates an error in the
measurement result.

Yellow Yellow display indicates low reliability in

the analysis results, or a calculated
parameter that could not be calculated.
Gray Gray display indicates that a comment has
been appended to the analysis results.

The button is not displayed before or during analysis, or if
the analysis results are normal.

Graphical display of mean and final analysis results

Graph —

Assay group

Graph

Assay group
|
Fhe DT |
U Fbe DT sec 102 sec
3072 Fbe DT 235 oL .
—— Analysis
2048
|~ results
1024
0]
15 30 45 &0
I I
_ . [
Reference information Detail

Figure 4-04: Mean and final results

The assay group that is displayed graphically is indicated
here. The assay group has the display name registered
under Settings—Assay group settings (similarly below).

The reaction curve used for calculation of analysis results is
displayed. Click in this area to switch to the details screen.
(See “Chapter 4: 4.8: 1.: Mean and final analysis results”.)
Reaction curves are drawn with a black line for the first
analysis (serial no.) and with a blue line for the second.
The display ranges for the X- and Y-axes of the graph differ
according to the analysis algorithms employed for the
analysis methods under the assay group settings.

The relationship between the analysis algorithm and the
axis display range is as described below.
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Analysis results

Reference information
Detail

Table 4-05: Analysis algorithm and axis display range

Analysis algorithm

Percentage Rate VLin Drifting
detectionmethod | method | method | Baseline
method
«» | Range| Photometric | 0-Photometric| 0-Photometric | 0-Photometric
x time 0-Max ") | time 2 time time 2
X | Units| sec sec sec sec
g Range| 0-4095 0-3544 | 0-3544 | 0-7089
& |Units| A/D value | OD oD oD

1) The optimum time is automatically calculated from the
analysis results and displayed.

"2) Photometric time is set in the test protocol for each
assay group.

Mean and final analysis results are listed. The display
composition for analysis results is as follows:

Table 4-06: Display composition for mean and final analysis
results

Assay parameter ") Value™ Unit™®

1) The assay parameter has the display name registered
under Settings—Assay group settings—Assay parameter
settings (similarly below).

"2) Value includes assessment flags.

"3 The unit set under the assay parameter settings is
displayed.

The dilution ratio is displayed as reference information.

The details dialog box appears when Detail is pressed. See
“Chapter 4: 4.2: 2. Detail display” for the details dialog box.

The color of the Detail button and the summaries of results
are as stated below.

Table 4-07: Display color for the Detail button

Button color Result summary

Red Red display indicates an error in the
measurement result.

Yellow Yellow display indicates low reliability in

the analysis results, or a calculated
parameter that could not be calculated.
Gray Gray display indicates that a comment has
been appended to the analysis results.

The button is not displayed before or during analysis, or if
the analysis results are normal.
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Graphical display of MDA analysis results (final)

Graph

25

Assay group
|
I
5 VI
YT sec | desksfee ok sec
WIIT % 1033 % )
25 —— Analysis

results

\ Testr 0004
0l scr 0,991
B0 76 100 SR 1.267

Assay group

Graph

Analysis results

Reference information

Reference information Detail
Figure 4-05: MDA results

The assay group that is displayed graphically is indicated
here. The assay group has the display name registered
under Settings-Assay group settings (similarly below).

The MDA graph is displayed. Click in this area to switch to
the details screen. (See “Chapter 4: 4.8: 1.: MDA analysis
results (final)”.) The calibration curve, MDA analysis results
and guide curve are displayed.

The MDA analysis results are listed. The display comprises
the following elements:

Table 4-08: Composition of the MDA analysis results display

Assay parameter ") Value™) Unit ™)

) The assay parameter has the display name registered

under Settings-Assay group settings-Assay parameter
settings (similarly below).
Value includes assessment flags.

The unit set under the assay parameter settings is
displayed.

*2)
*3)

Testr, SCr and SR values are displayed as reference
information.
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Detail

The details dialog box appears when Detail is pressed. See
“Chapter 4: 4.2: 2. Detail display” for the details dialog box.

The color of the Detail button and the summaries of results
are as stated below.

Table 4-09: Display color for the Detail button

Button color Result summary

Red Red display indicates an error in the
measurement result.

Yellow Yellow display indicates low reliability in

the analysis results, or a calculated
parameter that could not be calculated.

Gray Gray display indicates that a comment
has been appended to the analysis
results.

The button is not displayed before or during analysis, or if
the analysis results are normal.

Graphical display of analysis results for Formula calculation parameters

Graph ——

Assay group
LA [
LA ratio 1.21
—— Analysis
results
| |
. . |
Reference information Detail

Figure 4-06: Results for Formula calculation parameters

Assay group

Graph

The assay group that is displayed graphically is indicated
here. The assay group has the display name registered
under Settings—Assay group settings (similarly below).

The graph will not appear. This area is blank. The graph will
still not be displayed even if this area is clicked to switch to
the details screen.
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Analysis results Analysis results for Formula calculation parameters are
listed. The display composition for analysis results is as
follows:

Table 4-10: Display composition for analysis results for
Formula calculation parameters

Assay parameter ") Value™) Unit ™)

) The assay parameter has the display name registered

under Settings—Assay group settings—Assay parameter
settings (similarly below). If the wavelength was
changed to perform the measurement, an “&” is
displayed after the assay parameters.

Value includes assessment flags.

The unit set under the assay parameter settings is
displayed.

*2)
*3)

Reference information The reference information is left blank for Formula
calculation parameters.

Detail The details dialog box appears when Detail is pressed. See
“Chapter 4: 4.2: 2. Detail display” for the details dialog box.

The color of the Detail button and the summaries of results
are as stated below.

Table 4-11: Display color for the Detail button

Button color Result summary

Red Red display indicates an error in the
measurement result.

Yellow Yellow display indicates low reliability in

the analysis results, or a calculated
parameter that could not be calculated.

Gray Gray display indicates that a comment

has been appended to the analysis
results.

The button is not displayed before or during analysis, or if
the analysis results are normal.
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2. Detail display

Press Detail displayed in the graphical display for one assay group to display the

details dialog box.

=
(™ petail

Sample Mo, I

M [FT —— 1 Assay
group

i Result

Agsay Group

PTINR

Walue Units

254 -

i Information

urve Error : Jump Up

Sample No.

Assay group

Result

Information

Close

Figure 4-07: Details dialog box

Sample number is displayed. The format and content of the
display are the same as that for the sample information
display area of the browser main screen.

The assay group is displayed. The format and content of the
display are the same as that for the assay group for one
parameter graphical display in the browser main screen.

All analysis results in the assay group are displayed. The
format and content of the display are the same as that for
the analysis results for one parameter graphical display in
the browser main screen.

Displays the code that occurred under the assay
parameters selected in the results list, together with their
content.

Closes the details dialog box.
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4.3 Validation

Validation validates previously unvalidated analysis results. Analysis results displayed
graphically (for one line in the joblist) on the browser main screen are subject to validation.
This function is only enabled when the logged-in user is a facility manager, lab
technician, or other user with equal or higher permissions. If the logged-in user has a
lower level of clearance, a warning dialog is displayed and validation is not available.

1. On the joblist main screen, select the line for the analysis result to validate, then
press Browser on the operation panel.
The browser main screen is displayed and the analysis results are graphically
displayed.

2. Press Validate on the operation panel.
The graphically displayed analysis results are validated.

% Note:

Validation cannot be performed on analysis results for which analysis has not
been completed (their status is “Pending” or “Processing”).

4.4 Print

The printing function can produce printouts of the analysis results that are graphically
displayed on the browser main screen. Print selections are assay groups analyzed in
one line of the joblist. The sequence follows the set sequence of assay groups.

1. On the joblist main screen, select the line for the analysis result to print, then
press Browser on the operation panel.
The browser main screen is displayed, and the analysis results are graphically
displayed.

2. Press Print on the operation panel.
The Confirmation dialog box will appear.

3. Press Print on the Confirmation dialog box.
The graphically displayed analysis results are printed. At that stage, ‘not output’
indicators in the sample information display area of the browser main screen
change to ‘printer output’.
However, if unvalidated analysis results are printed while they are on graphical
display, the printed documents are marked “Laboratory Use Only” and the ‘not
output’ indicators in the sample information display area of the browser main
screen do not change to ‘printer output’.
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4.5 HC Output

The host output function can output to the host those analysis results that are
graphically displayed on the browser main screen. Host output data are assay groups
analyzed in one line of the joblist.

1. On the joblist main screen, select the line for the analysis result to be output to the
host, then press Browser on the operation panel.
The browser main screen is displayed and the analysis results are graphically
displayed.

2. Press HC Output on the operation panel.
The Confirmation dialog box will appear.

3. Press OK.

% Note:

¢ When host output is performed, ‘not output’ indicators in the sample information
display area of the browser main screen change to ‘host output’.
¢ Unvalidated analysis results cannot be output to the host.

4.6 Export

The export function can export raw data and evaluation results for the analysis results
that are graphically displayed on the browser main screen.

Analysis results displayed graphically on the browser main screen are subject to
export. All exported files are in binary form.

1. On the joblist main screen, select the line for the analysis result to export, then
press Browser on the operation panel.
The browser main screen is displayed, and the analysis results are graphically
displayed.

2. Press Export on the operation panel.
The Confirmation dialog box is displayed.

3. Press OK.

% Note:

The raw data and evaluation results are saved under the specified file name in the
folder stated below. The folder will be created automatically if it does not already
exist.
e Folder
Desktop/BrowserExport/ymd/sample number/
(YMD is the date of the export operation).
¢ File name
Raw data: ymdhms "_AG?)_sample number_sequence number.dat
Evaluation results: ymdhms "_AG™_sample number_sequence number.FK3
) Date (YYYYMMDD) and time (hhmmss) of when detection was completed
are assigned folder and file name. The format of display is determined by the
system setting.
"2 The assay group name is displayed.
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4.7 Customize

The display content (tab names and assay groups within tabs) in the graphical display
area of the browser main screen can be customized.

The graphical display area of the browser main screen consists of up to six tabs (five
user-customizable tabs and one non-customizable tab).

Up to 30 assay groups can be displayed for each user-customizable tab.

Customize can add and delete tabs and tab names for user-customizable tabs and
the assay groups displayed in each tab can be set.

This function is only enabled when the logged-in user is a facility manager, lab
technician, or other user with equal or higher permissions. If the logged-in user has a
lower level of clearance, a warning dialog is displayed and customization is not
available.

1. Tab addition and editing of assay groups displayed within a tab

1. Press Customize on the operation panel.
The Customize dialog box will appear.

Tah

List Tah MName |Routine

Up Add

Down Delete

Parameter Group
Settings

Save Close

Figure 4-08: Customize dialog box

List Tab A list of registered tabs (user-customizable tabs) is
displayed. The display sequence of tabs in the browser
main window follows the sequence of this list. The Other
tab, which cannot be customized, is not displayed.

Name Inputs the name of the tab selected in List Tab, using
up to 10 characters.

Up Moves the tab selected in List Tab to one line higher.

Down Moves the tab selected in List Tab to one line lower.
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Add

Delete
Parameter Group
Settings

Save

Close

Adds a user-customizable tab to the bottom line of List
Tab. When added, the default name for the tab is “New
tab”. No parameters are set for display at that time. Five
tabs are user customizable. If five tabs have already
been set, no more can be added.

Deletes the tab selected in List Tab.

The display parameter settings dialog box is displayed
for setting the parameters to be displayed in the tab
selected from List Tab.

Saves the setting content for the Customize dialog box.
At that stage, a warning dialog box is displayed if any
tabs exist for which the display parameters have not
been set and the Customize dialog box does not close.

Closes the Customize dialog box. At that stage, a
confirmation dialog box appears if there is any unsaved
setting content.

2. Press Add to add a tab. To edit the content of a tab that has already been
registered, select the tab to edit from List Tab.

3. Press Parameter Group Settings.
The Parameter Group Settings dialog box will appear.

Parameter Group Setup

Aszay List

Mame |Coagulationhethod

Selected Assay

Aszay Group

[ Aszay Group
VS
2 APTT
>Insert>> 3| Fhg

> Add>>

<<Deleted< B NS

16 a~
17
18
19 NS
20

CK Cancel

Figure 4-09: Parameter Group Settings dialog box
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Name

Assay List

Selected Assay

>>Insert>>

>>Add>>

<<Delete<<

Displays the name of the tab for setting displayed
parameters. Displayed parameter settings apply to the
tab selected in the tab list on the Customize dialog box.

The assay groups registered under Settings—Assay
group settings are listed. Assay groups set as display
parameters are not displayed.

Set displayed parameters are displayed. No. indicates
the display location on the browser main screen. The
relationship between the No. on the browser main

screen and the display position is as described below.

Table 4-12: No. on the browser main screen and display location

Page Browser main window display (within
the tab)

1 No. 1 No. 2
No. 3 No. 4
No. 5 No. 6

2 No. 7 No. 8
No. 9 No. 10
No. 11 No. 12

3 No. 13 No. 14
No. 15 No. 16
No. 17 No. 18

4 No. 19 No. 20
No. 21 No. 22
No. 23 No. 24

5 No. 25 No. 26
No. 27 No. 28
No. 29 No. 30

Inserts the assay group selected in the Assay List into
the Selected Assay at the cursor position. The assay
group inserted into the Selected Assay is deleted from
the Assay List. Up to 30 parameters can be set.

Adds the parameter selected in the Assay List into the
bottom line of the Selected Assay. The assay group
added to the Selected Assay is deleted from the Assay
List. Up to 30 parameters can be set.

The assay group selected from the Selected Assay can
be deleted from those parameters. The deleted assay
group is displayed according to the assay display
sequence in the Assay List.
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4. Set the assay groups to display inside the tab, then press OK.
The setting content from the Displayed Parameter Settings dialog box is reflected
in the Customize dialog box and the Displayed Parameter Settings dialog box
closes.

Press Cancel to discard settings entered in the Displayed Parameters Settings
dialog box closes.

5. After adding a tab, change its name if necessary.

6. Press Save in the Customize dialog box.

2. Renaming tabs

1. Select the tab to rename from List Tab in the Customize dialog box.
2. Input the new tab name as the tab Name.

3. Press Save.

3. Deleting tabs

1. Select the tab to delete from List Tab in the Customize dialog box.
2. Press Delete.

3. Press Save.

% Note:

Assay groups that are only displayed in a deleted tab will be displayed in the non
user-customizable Other tab.

Sysmex CS-2000:/CS-2100: Software Guide 4-17



CHAPTER 4 Browser

4.8 Detailed graphical display

Detailed graphical display can be used for analysis results.

1. Click on the graph for each parameter displayed in the browser main window.

The detailed information screen will appear.

= S . = 7 ~
& | =y| & |2 by (R B
AAE A NHE 2 Y (Y9
‘B,‘ ST Rl Order | Reasent | o Chart | Gurve Maht ok sta Shtdown St Stat
A Sample No. [ 1B D%‘,:é [2010/11/17 08:48:46 [ Result
— Detail Assay Group T T Value | [Units IT
jAssay Groun [PT-THS PT THS"sec 103 sec PN
PT THS"INR 103 -
4000
> )
Up
Zoom a2
In Evaluation Infc Evaluation Dat: Measurement it Info
| )
- Evaluation Info Down'
e 240 T V]
bH_point_time. V' C
2000 b 1817
End_point_time 201
™ 7 dH 253 Print
1600 i Coag'h 50
dOD 0.0651 \
B 1o )
800 Close’
40
0
0 10 20 30 40 50 0 [sec]]
JJ J N

Figure 4-10: Detailed information screen

The composition of the detailed information screen of the browser is as follows:

Parameter information display area
Parameter information is displayed here for the parameters on detailed graphical

display.

Sample No. Sample number is displayed. The format and content of
the display are the same as for the browser main
screen.

Date/Time Date and time of analysis are displayed. The format of
display is determined by the system setting. The
analysis date and time are the date and time at which
the assay group was analyzed.

Assay Group The assay group is displayed. The format and content of
the display are the same as for the browser main
screen.

Detail This is displayed if one or more errors occurred in the

analysis results. The details dialog box appears when
Detail is pressed. See “Chapter 4: 4.2: 2. Detail display”
for the details dialog box.
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The color of the Detail button and the summaries of
results are as stated below.

Table 4-13: Display color for the Detail button

Button color Result summary

Red Red display indicates an error in the
measurement result.

Yellow Yellow display indicates low reliability

in the analysis results, or a calculated
parameter that could not be
calculated.

Gray Gray display indicates that a comment

has been appended to the analysis
results.

The button is not displayed before or during analysis, or
if the analysis results are normal.

B Detailed display area
Detailed analysis results and detailed graphics for the assay group are displayed.

C Operation panel area
The operation buttons which apply to the detailed graphically displayed analysis
results are displayed. Operation buttons apply to all detailed graphically displayed
analysis results.

Up Changes the graphical display to the next line above the
cursor position on the joblist screen. The display is blank
if the subject assay parameter has not been analyzed.

Down Changes the graphical display to the next line below the
cursor position on the joblist screen. The display is
blank if the subject assay parameter has not been
analyzed.

Print This function performs printing of the analysis results on
detailed graphical display.

Close The browser details window closes, returning to the
browser main window.
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1. Detailed display of graphics and analysis results
Analysis results and graphics are displayed in detail in the detailed display area.
Detailed display varies according to the type of analysis result.

Analysis results with reaction curves

The detailed screen for analysis results with reaction curves is as follows:

E® Reaction Gurve

X)

- Z ¥, 8. y < k)

& L | B = = ) | & N | W) '/G:‘

& \u L 2 u W o i [ 3

"5&5 ST) oo Order Feageni | QO Chart @i Maht o 51a Shutdonn St St

Date/ -
Sample No. 1B Time 12010/11/17 08:4846 Result
Detail Assay Group [ I Vale | [Units 7
Assay Group |PT-THS PT THS"sec 103 sec _~
PT THS'INR 103 -
G h 4000 |-
p 3600 |- N

3200

2800

of Sy
£8 Ex
53 3

2400

2000

i Evaluation Info Evaluation Data

’ Measuremert Infe

1600

1200
800

40

0

3 40 50 60 [sec]

I Auto Scale

[ Evaluation Info

Information [ valie| |
bH_point_time 77 -~
bH 1817
End_point_time 201

dH 253

Coagh 50

40D 00651

4

o sms

Print

B =

Close’

Figure 4-11: Detailed screen for analysis results with reaction curves
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Graph

The reaction curve is displayed. The format and content of
the display are the same as for the browser main screen.
However, units, auxiliary lines and point markings are
displayed according to the analysis algorithm for the
analysis method.

Table 4-14: Graph display content and display format

Analysis algorithm

Percentage Rate VLin Drifting

detection method | method | Baseline

method method
Units X-axis: sec X-axis: sec X-axis: sec

Y-axis: A/D value | Y-axis: OD Y-axis: OD
Auxiliary | bH: Horizontal | Start Time: -
lines line at the Vertical line at the

baseline approximated

start time

End Time: End Time:

Vertical line at | Vertical line at the

the end of approximated

coagulation end time

bH Time:

Vertical line at

the baseline

detection time
Point Clotting Point | — -
marks | A o mark is

added at the

coagulation

detection

point.

Arrow button (4») and bar where the display position is
shown are displayed when both the X- and Y-axes are
zoomed. The display position can be moved by pushing the
arrow button (4p).

% Note:

When assay parameters of different wavelengths are included within an assay
group, the wavelength graph is only displayed for the first assay parameter.
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Zoom In (vertical)

Zoom Out (vertical)

Auto Scale

Zoom In (horizontal)

Zoom Out (horizontal)

Result

The vertical axis is zoomed. The current scale doubles with
each click: 2X - 4X » 8X = 16X = 32X = 64X = 128X.

The vertical axis is zoomed out. The current scale halves
with each click: 1/2X = 1/4X - 1/8X = 1/16X = 1/32X =
1/64X - 1/128X.

Inserts a check mark to display the graph at an automatic
scale. In that case, the vertical axis is displayed with the
largest possible scale. For the horizontal axis, the optimum
time range for the analysis results is calculated
automatically and used for the display. The check mark is
removed when the Zoom In or Zoom out button is pressed
for the vertical or horizontal axis.

The horizontal axis is zoomed. The current scale doubles
with each click: 2X - 4X - 8X = 16X = 32X - 64X -
128X.

The horizontal axis is zoomed out. The current scale halves
with each click: 1/2X = 1/4X - 1/8X = 1/16X > 1/32X -
1/64X - 1/128X.

Analysis results for all assay parameters in the assay group
are displayed. The format and content of the display are the
same as for the analysis results on the browser main screen.
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Evaluation Info

Evaluation Data

Measurement Info

Reference information on the analysis is displayed. The
displayed parameters vary with the analysis algorithm
employed for the analysis method. The relationship
between the analysis algorithm and the analysis information
is as described below.

Table 4-15: Analysis algorithm and analysis information

Analysis algorithm
Percentage Rate VLin Drifting
detection method | method | method | Baseline
method
o | bH Slope DB_DeltaAdjusted
8 | © Baseline =Slope of the =>delta
g reaction speed
e detection section
& bH_point_time Start_time DB_ymini
=>Baseline = Reaction = |y(mini)|
detection time speed detection
start time
dH End_time DB_regl
= Reaction = Reaction =regl
intensity speed detection
end time
End_point_time Coefficient of DB_regr
= Coagulation correlation =regr
end point = Coefficient of
detection time correlation over
the reaction
speed detection
section
Coag.% proA_slope DB_mN
= Coagulation =dOD/min for =>mn*direct
time detection % | prozone A, if a
prozone check
was performed.
Wave[nm] proB_slope DB_bN
= Wavelength =dOD/min for =bn*direct
after switching, if | prozone B, if a
an automatic prozone check
wavelength was performed.
switch was
performed

Analysis data (for the time of coagulation between 1-100%
light transmission) is displayed. Screen display for
coagulation time detection % has a pale green background,
with an added “=” when it is printed. This information is only
displayed when the analysis algorithm employed by the
analysis method is the percentage detection method. This
tab is not displayed in other circumstances.

Analysis information is displayed.
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Mean and final analysis results
The detailed screen for mean and final analysis results is as follows:
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=
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Date/
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Zoom 3200 (=
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2500
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Figure 4-12: Detailed screen for mean and final analysis results
Graph The reaction curve is displayed. The format and content of

Zoom In (vertical)

Zoom Out (vertical)

Auto Scale

Zoom In (horizontal)

the display are the same as for the browser main screen.
Arrow button (4») and bar where the display position is
shown are displayed when both the X- and Y-axes are
zoomed. The display position can be moved by pushing the
arrow button (€p>).

The vertical axis is zoomed. The current scale doubles with
each click: 2X = 4X » 8X = 16X = 32X = 64X = 128X.

The vertical axis is zoomed out. The current scale halves
with each click: 1/2X = 1/4X - 1/8X = 1/16X = 1/32X = 1/
64X = 1/128X.

Insert a check mark to display the graph at an automatic
scale. In that case, the vertical axis is displayed with the
largest possible scale. For the horizontal axis, the optimum
time range for the analysis results is calculated
automatically and used for the display. The check mark is
removed when the Zoom In or Zoom out button is pressed
for the vertical or horizontal axis.

The horizontal axis is zoomed. The current scale doubles
with each click: 2X = 4X - 8X » 16X —» 32X = 64X -
128X.
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Zoom Out (horizontal) The horizontal axis is zoomed out. The current scale halves

Result

Evaluation Info

Measurement Info

with each click: 1/2X = 1/4X = 1/8X = 1/16X = 1/32X -
1/64X - 1/128X.

Analysis results for all assay parameters in the assay group
are displayed. The format and content of the display are the
same as for the analysis results on the browser main
screen.

Analysis information is displayed.
All codes of errors that occurred during analysis result
calculations are displayed.

The dilution ratio is displayed as analysis information.

MDA analysis results (final)
The detailed screen for MDA analysis results is as follows:

= o, 1 y z =
=
= e 3
k ‘|%§P \wi *‘J@\]'i G ) & |
\ o ord e 96 G o Shtdow £ Stact
Sample No. | MDA M D 2 /|20m/03/101201 52 ["MDA Point
femy ey D | Num | Bilrtion ‘ sec‘ ‘ W THSm ‘ .
1 11 272 838 ——|
G h [sec]| 1 1/2 322 852
K _)
Up
& v
w0 )
i Down'
Ed v )
Mean 520 Print!
E
[~ Reference Infomaton ————
Narm: | Valus| | )
Test: 1.000
SCr 0887 Close’
= SR 0817
5 75 1 S EREEC)
SC[¥] _Lin[Dilution RatioX]

. |

Figure 4-13: The MDA analysis results details screen
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Graph

MDA Point

The MDA graph is displayed. The format and content of
the display is the same as for the browser main screen.

Table 4-16: Graph display content and display format

X axis Units: % for the calibration curve, dilution
ratio (%) for the MDA analysis results.
Y axis Units: Time (s)
Key SC: Calibration curve
Lin: MDA analysis
Par: Line parallel to the calibration curve
Calibration Plots: Displayed in green &
Curve Line: Displayed in green
MDA Plots: Displayed in blue ®
analysis Line: Displayed in magenta
results
Guide line The line which passes through the plot
(line parallel | closest to an MDA dilution ratio of 1/1
to the and runs parallel to the calibration curve.
calibration Line: Displayed as a red broken line
curve)

Information on the MDA points is displayed. The form and
content of the display is as described below.

Table 4-17: MDA point display content and display format

Num The number of times analysis was
performed is displayed.

Dilution The dilution ratio is displayed.

Ratio

sec Time of analysis (s) is displayed.

Y% The activity% value, converted to 1/1, is
displayed.

Mean The averaged activity% value, converted

to 1/1, is displayed.
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Reference Info. The MDA results are displayed. The format and content
of the display is the same as the reference information on
the browser main screen.

Table 4-18: Reference information display content and display

format
Testr The correlation coefficient for the MDA
analysis is displayed.
SCr The correlation coefficient for calibration
curve is displayed.
SR The MDA slope ratio (ratio between the

gradients of the MDA analysis data and
the calibration curve) is displayed. This

value is an indicator for investigating the
impact of inhibitors and activators.

2. Detailed printing
This function can perform printing of the analysis results on the detailed graphical
display.

1. Press Print on the operation panel of the browser details window.

% Note:

« If unvalidated analysis results (joblist lines) are printed, they have “Laboratory
Use Only” printed in the background.
¢ The scale of the graph is automatic, regardless of the screen display state.
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Blank page
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5. Reagent Screen

This chapter explains the functions of the Reagent screen.
The Reagent screen can display the status of the reagent tables in the instrument.

5.1 Overview

Major reagent screen functions:

Replacement and addition of reagents
Replacement and addition of reagents is performed as you check the Reagent
screen. (For details, see “Chapter 5: 5.4: 5. : Replacement or addition of reagents and
washing solution” in the Instructions for Use.)

Edit reagent information

Information on the reagent placed in the reagent holder is edited on the Reagent
screen.

Set the reagent lot usage
Specifies which reagent lot to use for each test parameter.

5.2 Check the reagent set positions

1. Content displayed on the Reagent screen
The positions where the reagents are set and status of use can be checked.

1. Press Reagent on the toolbar.
The Reagent screen will appear.

C D
(M Reagent &3]
- == % e Ny P ¥ _ AR
¢ %§ B | q ﬁ &y ,H H ]

I 1 Reagent
=g Info
No. of Tests 101
— Lot Group
A Lot No. 505401 Measure
Remaining
B Exp. Date 2012/12/31
[ Setbate 2010/10/20

Holder

Set Time

Ad-1

PT THS

172444
0 Hours

Change/Add

Edit. )

Close’

Figure 5-01: Reagent screen
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A Reagent table status indicator area
The instrument reagent table structure and reagent holders are shown
diagrammatically and the status of the reagent vial in the reagent holder is indicated.
The selected reagent holder is indicated by a blue circle around it. Change the
selected holder by clicking on another reagent holder. The functions for the operation
buttons displayed in the operation panel area can be performed on the selected
reagent holder (on the vial placed in that holder).

B Reagent holder display switch buttons
Pressing a button switches the display below the reagent holder. The buttons and
display content are as shown below.

None Elapsed time

Number of
tests remaining

Figure 5-02: Display switch buttons and reagent holder displays

C Reagent holder information display area

Holder A4-1 Tests Holder Tests
PT THS
PT 108
Seq. 1 APTT 0|
il i | 108
No. of Tests 101 u 5 No. of tests
No Mixing v 7 dISp|ay area
I _
Lot No. 505401 — _
GW 15 x _
Exp. Date 2037/12/31 x -]
2010/04/08 := Remaining
Set Time 17:24:44 — diluent and
O:Flotrs ovB 109 f—
GClean I 7.8 fu— detergent
| p— ] volume
1§ .
display area
—E— R——

Figure 5-03: Reagent holder Figure 5-04: Reagent holder
information display area information display area
(holder details tab) (No. of tests tab)
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* Displaying detailed holder information

Information on the reagent vial placed in the reagent holder selected in the reagent
table status indicator area (marked with the blue circle) is displayed. If there is no
reagent vial in the selected reagent holder position, only the holder number is
displayed and other display items are blank. If there is no rack, the holder number is

also blank.

Holder No. The holder number is displayed.

Reagent Reagent name is displayed. This is blank if reading of
the reagent barcode failed.

Seq. The sequence in which reagents will be used is

displayed if multiple reagents were set at the same time.

% Note:

The sequence for usage of reagents is determined on the basis of the following
conditions.
Prioritized condition: Date and time of reagent setting (the reagent that
was set earlier is prioritized)
Second prioritized condition: Reagent period of validity (Reagents closer to the
expiry of their period of validity are prioritized)
Third prioritized condition:  Position of reagent setting (the reagent that was
set in a holder with a smaller holder number is
prioritized)

Usable Vol. The usable remaining volume is displayed. However,
this is blank if the remaining reagent volume is not
known.

% Note:

The number of digits displayed for the reagent usage volume follows the
conditions below.
Display to the second decimal place: If an SLD mini cup is used and the usage
volume is 1.0 mL or less
Display to the first decimal place: Cases other than above

No. of Tests The number of tests remaining is displayed. If the type
of reagent is control, calibrator, detergent, or diluent, “-”
(hyphen) is displayed. However, this is blank if the
remaining reagent volume is not known.

Mixing Indicates whether or not mixing is used.

Lot No. Displays the lot number. This is blank if reading of the
reagent barcode failed.

Container The vial type is displayed. This is blank if reading of the

reagent barcode failed.
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Exp. Date

Set Date

Set Time

Elap. Time

Change

* Displaying No. of tests
The number of tests which can be analyzed in each assay group, and the remaining

The expiration date is displayed. The format of display is
determined by the system setting.

The date the system recognizes as the date of
placement of the reagent vial is displayed. The format of
display is determined by the system setting.

It is updated when the system recognizes that a vial has
been changed, or when a different date is input by the
user.

The time the system recognizes as the time of
placement of the reagent vial is displayed. The format of
display is determined by the system setting.

It is updated when the system recognizes that a vial has
been changed, or when a different date is input by the
user.

The time which has elapsed since the reagent was set
is displayed.

If the insufficient reagent state is not canceled after
reagent replacement, the Change button is displayed
when that reagent holder is selected. Press the Change
button to change remaining reagent status to
“Remaining volume unknown”.

volumes of diluent and detergent are displayed.

No. of tests display area

Assay Group
Tests

The assay group display name will appear.

The number of tests which can be analyzed in each
assay group is calculated on the basis of the test
protocol settings, and displayed. The cylinder graph is
displayed as described below. If multiple reagents are
used for an analysis, the one with the largest warning
number of tests is used for the threshold value.

Warning number of tests < Number of tests: Pale blue
Warning number of tests > Number of tests: Yellow
Remaining volume unknown: Gray (if the remaining
volume is unknown for any reagent, the lower part of the
cylinder graph turns gray, and the upper part turns pale
blue or yellow.)

A Caution!

volume of rinse fluid.

Usage of rinse fluid may be increased for some assay groups, so set an ample
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More This is displayed if there are 11 or more parameters.
Press the button to change pages.

The background is gray for assay groups for which any of the reagents necessary for
analysis is not on the reagent table.

Remaining diluent and detergent volume display area

The diluents names, detergent names and usable volumes are displayed, together
with cylinder graphs corresponding to their usable volumes. The cylinder graph is
displayed as described below. The volume used per test can be set using the reagent
master registration dialog box.

Warning number of tests < (usable volume/ volume used per test): Pale blue
Warning number of tests > (usable volume/ volume used per test): Yellow
Remaining volume unknown: Gray (if the remaining volume is unknown for any vial,
the lower part of the cylinder graph turns gray, and the upper part turns pale blue or
yellow.)

The background is gray for diluents and detergents that are not on the reagent table.

Operation panel area

Operation buttons used on the Reagent main screen are displayed here. The buttons
affect the reagent holder selected in the reagent table status indicator area (the
reagent vial placed in that holder).

Change/Add Replace and add reagents. The reagent replacement
and addition dialog box is displayed. This dialog box is
only displayed during analysis. Other than during
analysis, the selected reagent holder is immediately
moved to a position where it can be replaced.

Edit Reagent Info. The reagent information edit dialog box is displayed so
that reagent information can be edited.

Measure Remaining Measures the remaining volumes of the reagents

Vol. placed on reagent tables A and B and the buffer table.
Lot Group Settings The reagent lot usage settings dialog box is displayed.
Close Closes the Reagent screen.
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2. Reagent table structure
The structure of the reagent tables is as described below. The circles in each table

represent reagent holders and O indicates reagent holder positions ready for
mixing.

Reagent table A (outside)

Reagent table B (inside)

Figure 5-05: Reagent table structure

Reagent tables A and B are cooled holders, while the buffer table is a non-cooled
holder.

The mixer only operates during Analysis mode, according to the set mixing conditions
(interval, mixing time, mixing strength). When the interval is exceeded, the mixing time
and strength for initial mixing are used. (When the status of the instrument is “Ready”
and reagents are not mixed for long periods, there is the possibility or precipitation, so
mixing conditions can be set to mix more strongly than usual.)
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3. Identification of reagent racks and reagent holders
Reagent tables A and B can each hold 5 racks and the racks are identified by their
barcode labels.
There is no reagent rack for the buffer table. Insert the reagent vial in a suitable
reagent holder and set it directly.
The rack form symbols and the rack identification numbers are as stated below.

Table 5-01: Rack form symbols and rack identifier numbers

Rack form Rack identifier
Reagent table
symbols numbers
Reagent table A A-C 0-9
Reagent table B D-F 0-9
Buffer table - -

A Caution!

Always use SLD mini cups with the specialized reagent racks for SLD mini cups. If
you place the wrong reagent rack, it can cause probe crash or sampling errors, so
the control and calibrator may not be aspirated correctly, which would influence
the analysis results.

% Note:

A reagent rack with the rack form symbol C is a specialized reagent rack for SLD
mini cups. Reagent vials other than SLD mini cups cannot be placed in such
racks. See “Chapter 5: 5.4 Analysis reagent preparation” in the Instructions for
Use for information on reagent vials and reagent racks that can be used as SLD
mini cups.

If a GW5 container is recognized in a specialized reagent rack for SLD mini cups,
the container type is displayed as SLDmini (GW5) and it is handled as an SLD
mini cup.

Up to five racks at a time can be set on each reagent table, A and B. Rack identifier
numbers 0-9 are used to allow for spare racks. If two racks have the same
combination of rack form symbol and rack identifier number, those racks cannot be
used at the same time. When two racks are set, only the one that was identified first is
recognized.

Reagent table A has six reagent holders per rack, while reagent table B has two
reagent holders per rack. Reagent holders are identified by their barcode labels in the
same way as racks. The numbers for each holder are as stated below.

Table 5-02: Holder identifier numbers

Holder identifier

Reagent table numbers

Racks on reagent table A 1-6

Racks on reagent table B 1-2
Buffer table 1-5
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The relationship between the holder position and the holder identification number
within each rack is as stated below.

O &
© @@G)

Figure 5-06: Racks within reagent table A

Figure 5-07: Racks within reagent table B

A reagent rack is loaded or unloaded for the purposes of loading or unloading
reagents. For the buffer table, vials are placed directly into reagent holders.
Reagent replacement and addition are performed after the specific rack is moved to
the reagent replacement position (the place where the cover opens and closes) and
the table carrying it stops.
At that time, the accessibility status for the rack is indicated by its color, regardless of
the presence or absence of racks and reagent vials. The relationship between rack
accessibility and color is as stated below.

Table 5-03: Colors displayed and the accessibility status

Rack color Access status Overview
Green Accessible This status means that the reagent rack can be
(Ready) replaced.
At that time, the cover accessibility indicator LED
on the Main Unit turns green.

Yellow Waiting This is the state between when the reagent
addition/replacement request is issued and
when analysis is complete and replacement is
possible.

At that time, the cover accessibility indicator LED
on the Main Unit is red.

No color Running In this state the reagent table on which the

(same as (access not reagent rack is placed is in operation. During

background possible) analysis, all racks are in this state.

color) At that time, the cover accessibility indicator LED
on the Main Unit is red.

The cover accessibility indicator LED on the Main Unit indicates whether reagent
cover A, reagent cover B and the diluent/STAT cover can be opened and closed.
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4. Reagent holder display

A circle of a reagent holder displays the information on the reagent vials as shown
below.

Holder No.

——— Sequence

Reagent

Figure 5-08: Reagent holder display

Holder No. The holder number is displayed. The holder number
consists of “Rack form symbol + rack identifier + “-” (a
hyphen) + holder identifier number”. Nothing is shown if no
rack is in place.

Sequence The sequence in which reagents will be used is displayed if
multiple reagents were set at the same time. The reagent to
be used first has one mark, the second two marks, and the
third three marks. The reagents to be used fourth or later,
and those in access lock 1 or access lock 2 status, do not
have any marks displayed.

Reagent Reagent name is displayed. Nothing is shown if no reagent
vial is in place.

The maximum number of display characters is eight. If the reagent name exceeds
eight characters, only the first eight will be displayed.
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5. Remaining reagent volume

The remaining reagent volume can be known from the background color of the
reagent holder. The relationship between the color and the remaining reagent volume
is as shown below. No color is displayed (background color only) for holders that
contain no reagent vials.

Table 5-04: Reagent holder background color and remaining reagent volume

Reagent holder display Reagent holder Remaining Remaining
background
examples volume color reagent
color
Gray - Remaining volume
A4-6 unknown
White Pale blue Reagent remaining
A4-6 A4-6 (remaining volume
is displayed visually
in four levels)
Cream Pale blue Remaining volume
A4-6 warning
Pink - Reagent empt
A4-6 9 i
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6. Reagent holder marking

When the following mark is superimposed on the display of any reagent holder, it
indicates the status of that reagent holder.

Table 5-05: Marks and access status

Mark Mark color

Status

Overview

Red

Access lock 1

This state occurs if the
following conditions are
applicable.

- If a mixed and refrigerated
reagent is mistakenly
placed in a different holder.

- If a barcode is read that is
not registered in the
reagent master.

- If diluent is placed on
reagent table A or B.

- If a reagent other than
control or calibrator is
placed in a specialized
reagent rack for SLD mini
cups.

Red

Access lock 2

This state occurs if the
reagent has expired.

Red

Barcode read error

This state occurs if a
barcode read error occurs.

Yellow

Unregistered reagent lot

This status occurs if the
read reagent ID was not
registered in the lot master.
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5.3 Edit reagent information

Press Edit Reagent Info. to edit the information on the reagent placed in the reagent
holder.

1.

Select the reagent holder for editing reagent information from the reagent table
status indicator area.

Press Edit Reagent Info. on the operation panel.
The Reagent Information Editing dialog box will appear.

Editing assistance tool area

Edit Reagent Information

Holder Me: [Ad4-3 7 8 9
Resgert
4 5 6
Useable Velums mL
1 2 3
0 o G
Lot Mo |502501
Container: [GWW 2.5 i
ALPH
Exp. Date: [2010/12/31 e
Setting Date:  [PO0S/10/27
Setting Time: : N
0K Cancel

Figure 5-09: Reagent Information Editing dialog box (when editing lot No.)

Holder No. The holder number is displayed.

Reagent This is the field for editing reagent name. The name can
be selected from the reagent name list displayed by the
editing assistance tool. All reagents registered in the
reagent master are displayed in the list. This field can
only be edited when reagent barcode reading has failed.

Seq. This is the field for editing usage sequences. The usage
sequence is displayed for one reagent.

Useable Volume [mL] The usable volume is displayed.

% Note:

The number of digits displayed for the reagent usage volume follows the
conditions below.
Display to the second decimal place: If an SLD mini cup is used and the usage
volume is 1.0 mL or less
Display to the first decimal place: Cases other than above
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No. of Tests

Mixing

Lot No.

Container

Exp. Date

Setting Date

Setting Time

A
v

The number of tests remaining is displayed. If the type
of reagent is control, calibrator, detergent, or diluent, “-”
(hyphen) is displayed. However, this is blank if the
remaining reagent volume is not known.

Indicates whether or not Regular Mixing of reagent
master is used.

This is the field for editing lot number. The lot number
can be selected from the lot number list displayed by the
editing assistance tool. Lot number for reagent selected
by the name from the list, and which are within the
expiry limit registered in the reagent lot master are listed
in order of reagent lot number, with the smallest at the
top. This field can only be edited when reagent barcode
reading has failed.

This is the field for editing container type. The container
can be selected from the container type list displayed by
the editing assistance tool. The list contains those of the
container types registered in the container master that
can be set at the current holder position. They are listed
alphabetically from the top. This field can only be edited
when reagent barcode reading has failed.

The expiration date is displayed. Use the calendar
displayed in the editing assistance tool to input date. The
format of display is determined by the system setting.

This is the field for editing set date. Use the calendar
displayed in the editing assistance tool to input date. The
format of display is determined by the system setting.

This is the field for editing set time. Use the numeric keys
displayed in the editing assistance tool to input time.

The cursor moves to the next for editing field above.
The cursor moves to the next for editing field below.

Editing assistance tool area
Input assistance tools that can be used for editing reagent information are

displayed.

OK

Cancel

Saves the setting content of the Reagent Information
Edit dialog box and closes the dialog.

When editing reagent information for holders which
failed reagent barcode reading, if the reagent name, lot
number and container type are all updated, the update
of reagent information cancels analysis interruption of
any parameters that were interrupted for that reagent.

Discards the setting content of the Reagent Information
Edit dialog box and closes the dialog.

3. Perform editing as required.

4, Press OK.
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% Note:

Reagent information can be input for reagents for which barcode reading failed,
and for reagents not registered to the reagent lot master.

5.4 Set the reagent lot usage

One type of reagent can be used for multiple test parameters.
Furthermore, different lots can be specified for one test parameter.

The reagent lot usage setting function makes it possible to specify which reagent ot to
use for each test parameter.

1. Select the reagent for which to set reagent lot usage.

2. Press Reagent Lot on the operation panel.
The Lot Group Settings dialog box appears for the selected reagent.
Up to 60 parameter tabs can be displayed (6 parameters per page) and if there

are 7 or more parameters, the 4, P button to switch the tab page is displayed to
the right of the tab.

Reagent Lot Group Setup

Reagent Lot Mo, |327301 Exp Date  |2010/12/31
Reagent Lot (Group? gi:?y;?s Sample &
OVE Fhe
- mE I v

QK Cancel

Figure 5-10: Lot Group Settings dialog box

Reagent Reagent name is displayed.
Lot No. The lot number is displayed.
Exp. Date The expiration date is displayed. The format of display is

determined by the system setting.
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Reagent Lot (Group)  The reagent combination to be used for the reagents
placed on the reagent table is displayed. If lot
management is not performed, the lot number is
displayed as “-” (hyphen).

Used In Sample Validates reagents that have their reagent lots
Analysis (combinations) checked. Validated reagent lots
(combinations) are used in sample analysis (routines).
Checked: Validated.
Not checked: Not yet validated.

Make check marks to select reagent lots to use and to validate, as required.

4. Press OK.
Save the setting content of the Reagent Lot Usage Setting dialog box and the
dialog closes.
Press Cancel to discard the setting content of the Reagent Lot Usage Setting
dialog box and the dialog closes.
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6. Quality Control

This chapter explains quality control, which is implemented to ensure that highly
reliable data is obtained over the long term and to constantly monitor instrument
status to prevent any problems from arising.

A Caution!

Use the quality control samples and reagents in accordance with the usage
methods described in the package insert accompanying each material.

6.1 Overview

The CS-2000i/CS-2100: analyzes control plasma and other reference samples and
statistically manages the results. The parameters (assay parameters) managed by
quality control are registered in the QC master of the master registry.

Quality control can manage up to 750 parameters. The parameters are displayed
graphically, one per chart and up to 1,200 data points can be saved per parameter.
When the 1,201st point is added, the oldest data point is automatically deleted.
When QC analysis is performed, an analysis may be interrupted or an alarm
generated, depending on the analysis results, in line with the judgment rules set.

In addition, the two quality control methods listed below are available. They can be
selected by setting the number of analysis replications.

X control: Uses the average of two consecutive analyses made on a QC sample.

L-J control: Uses the data from a single analysis made on a QC sample. With L-J
control, the range of control is easily affected by the reproducibility of analysis; thus,
the range is wider than that of X control.

Major quality control functions:

QC chart display

The results of QC analysis are displayed in a progressive line graph for each assay
parameter.

Error search
QC error data is searched.

Data validation
Details of QC data is validated. When there is an error in QC data, it is possible to set
it so that error data is excluded from the calculation of the Mean, SD and CV, as well
as whether to make it an error search item.

Change cursor
The cursor in the QC chart is changed.

Set target/limit
Target/limits are set.

Auto QC setting
Sets whether or not to perform Auto QC.

QC barcode setting
Controls can be set for sample numbers used for quality control.
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Delete
Selected QC analysis results are deleted.

Add a new lot
A new control lot can be added.

Changing lots

The lot used for determining whether a QC error has occurred can be changed.

Change scale
The number of points to be displayed in a screen can be changed.

Changing display data
The data displayed in a chart can be changed.
For information on operations, see the Instructions for Use.

Print report
Specified QC analysis data are printed out as a report.

Print
QC analysis results are printed out.
Export
QC analysis results can be exported.
Customize
The order for displaying QC charts can be customized.
6-2 Sysmex CS-2000:/CS-2100; Software Guide

Revised April 2013



Revised April 2013

CHAPTER 6 Quality Control

6.2 QC charts display screen

The QC analysis results for assay parameters recorded in the QC master are
displayed for each parameter in a progressive line graph.

The QC Chart display screen (QC main screen) can be displayed in either of the
following ways.
* Press QC Chart on the toolbar.

* Press QC Chart on the menu screen.

8 ac chart
- = e N ~ds =
& | wL B =8| e, | D2 o5 B (RO | &
‘B&” ST oo Order Reagent | QO Chart i Maht e Sta Stutdomn Stop Start
( Qct QA — )
Error’
Fleee o 509815 Gurrent
216 N 0 Confirm
A— 180 166sec  Mean 163 Data®
PP ——
144 ' 2010/07/08  SD 02
1132 GV 12
APTT cup Change
= ' 509915 Gurrent Cursor
N 10
835
696 602sec  Mean 590 A B
557 0 2010/07/09  SD 18 Targe}/Limit
1133 cv 32 Settings.
A e 500915 Current )
N . Auto QG
9.0 Setting.
310 308%  Mean 308
——e—
230 2010/07/08  SD 04
11:33 cv 13 )
QCBa/rcode
@ Setting
More)
@ O @ Close)
1
Ll cme |

Figure 6-01: QC chart display screen (QC main screen)
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A QC chart display function
QC chart is displayed. The displayed group can be changed using tabs. Up to 4 charts
can be displayed on 1 page. The display group and parameters within a group can be
set with the display customization function.

Tabs — Qs gczl el @es Data
|
Assay PT sec Gt control 502701 Current
Parameters s Koo
ol e 100sec  Mean 101 @
- 2008/10/27 8D o1
Target/ — & 1520 o 10
Limits
/W CtIN 502701 Current
/ 100 — 093 T/»e
Chart o = 20001027 50
1520 cv

@

b ©

Tabs

Assay Parameters
Control
Target/Limits
Upper
Target
Lower
Chart

Line and plot colors
Plotting

Figure 6-02: QC chart display area

Both tabs set up in the tab list and the Other tab can be
displayed by customizing the display. When all assay
parameters have been assigned to tabs besides Other, the
Other tab will not be displayed.

Displays the names of assay parameters.
Displays the name of the control.

Displays the upper limit set under the target/limit settings.
Displays the target.
Displays the lower limit set under the target/limit settings.

QC analysis results are shown for each lot in a progressive
line graph. When there is no data for a QC chart, only the
target line is shown. If there is just one point, that value is
plotted as the target. From the 2nd point on, the upper and
lower lines are shown at 2SD. When a value has been set
for the target/limit, even if there is not any data in the QC
chart, the target, upper and lower lines are shown.

The current lot is shown in green, while a new lot is cyan.

If the number of data is lower than the display area, chart is
aligned and plotted to the left and if the number of data
exceeds the display area, the latest data is plotted on the
right edge.
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Plotting shapes

Display of errors

Data

»>

4«

In order to differentiate the lots of a reagent, the shapes @,
H, ® and A are assigned in order to reagent lots. If the
number of lots of a reagent exceeds 4, the order starts over
again with @.

QC error data is plotted with a red X mark on top of the
normal plot. When the analysis results in a QC analysis are
masked, it is deemed to be a QC analysis error and is
plotted with X on the upper line of the display area. If a low
reliability flag (*) is attached to a result in the QC analysis
and a value is obtained, the value is used for evaluating the
QC analysis error and the value is used for plotting (if it is
within the judgment rule, no QC analysis error will occur).

Information about the data shown in the chart is displayed.
Two columns of control data are displayed, lot information,
and numerical data on the cursor position on the left and on
the right, accumulated control chart data including the
cursor position data.

Table 6-01: Structure of the information

Left column Right column
Control lot No. Lot use status
N
Analysis results Mean
Analysis date SD
Analysis time cv

The format of analysis date and time display are determined
by the system settings.

In the status of lot use, “Current”, “New” and “ ” (space) are
displayed. N displays the Number of data. However, this
does not include data that is excluded from automatic
calculation.

The Mean is shown only when there are one or more data
points. When there is not any data, the display is left blank.
SD and CV are shown only when there are 2 or more data
points. When there are less than 2, the display is left blank.

Moves the chart display 1 page up, if the QC chart within a
tab consists of more than one page.

Moves the chart selecting cursor one chart up, if the QC
chart display within a tab consists of 2 or more charts.

Moves the chart selecting cursor one chart down, if the QC
chart display within a tab consists of 2 or more charts.

Moves the chart display 1 page down, if the QC chart
display within a tab consists of more than one page.
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<4<

44

Operation panel area

1st page
Find Error
Confirm Data

Change Cursor

Target/Limit Settings

Auto QC Setting

QCBarcode Setting

2nd page
Delete
Add Lot

Change Lot

Change Scale

Switch Display

Print Report

Moves the chart display 1 page to the left, if the selected
chart display consists of more than one page.

Moves the data selecting cursor inside the chart one point
to the left, if the selected chart display contains 2 or more
points (QC analysis results).

The mouse can also be used to move the cursor.

Moves the data selecting cursor inside the chart one point
to the right, if the selected chart display contains 2 or more
points (QC analysis results).

The mouse can also be used to move the cursor.

Moves the chart display 1 page to the right, if the selected
chart display consists of more than one page.

Moves the cursor to a QC chart where an error point exists.

The Data Details dialog box will appear. Use this function to
check details of the data at the cursor position.

The operation panel switches into the Change Cursor
mode. Use this function to select data inside QC charts with
the cursor.

The Target/Limit Definition dialog box will appear. Use it to
change the target/limits. However, if displayed data is
“Current+New”, this button does not work.

The Auto QC Setting dialog box is displayed. Use it to
cancel or resume Auto QC.

Controls can be set for sample numbers used for quality
control. The QC Barcode setting dialog box is displayed.

Use this function to delete QC data.

The New Lot Addition dialog box will appear. Use this
function to add new lots.

The Lot Change dialog box will appear. Use this function to
switch control lots.

The Change Scale dialog box will appear. Use this function
to change the number of points displayed on a chart.

The Change Display Data dialog box will appear. Use this
function to change the display content of a chart.

The QC Print dialog will appear. Use this function to print
QC data as a report.
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3rd page

Print The Print dialog box will appear. Use this function to print
out selected QC data.

Export Export QC analysis results.

Customize The Customize dialog box will appear. Use this function to

customize the tabs and display parameters within the
display area of QC charts.

Common to the 1st to

3rd page

More If the Operation Panel comprises multiple pages, use this
button to switch between pages.

Close The QC Control screen closes, returning to the previous

screen.

6.3 Searching for QC error charts

Press Find Error on the control panel to search for charts in which other QC errors
occurred.

If Find Error is pressed more than once, each time you do so, charts with QC errors
become selected. If such a chart does not exist, the following dialog is displayed.

A QG chart containing a not—confirmed error does not exist.

Figure 6-03: Confirmation dialog box
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6.4 Checking QC error data

When a QC error occurs on the current lot, the background of the QC chart turns red
or yellow.

When the analysis is interrupted it turns red and when an error message is displayed
it turns yellow.

Follow the procedure below to check the analysis data.

1. Press Confirm Data on the operation panel.
A Data Details dialog box will appear.

™ Detailed Data

Assay Parameter ’F Wanagement 1D ’11012—
Cramiial ,OﬂN— Control Lot Me. ,W
Analyzed on 2010/10/04 15:13:41 Target Valus 13.0 sec

Aralysis Result W Target Value Difference ,08%—

Reagent Lot No |PT THS:545320

Error ‘

Farmula ‘

Comment

Exclude from automatic
calculation

Update ‘ Cancel |

Figure 6-04: Data Details dialog box

Assay Parameter The assay parameter name is displayed.

Management ID The Management ID of the assay group is displayed.
It is blank in the case of quality control data for calculated
parameter results.

Control The control name is displayed.
Control Lot No. The control lot number is displayed.
Analyzed on The date and time when the quality control was judged an
error is displayed.

Target Value The target is displayed.
Analysis Result The analysis results are displayed.
Target Value The ratio of the analysis result to the target is displayed. The
Difference ratio can be calculated by the formula below.

|Analysis result — Target]|

x 100 (%)
Target

Reagent Lot No. The name and lot number of the reagent used in analysis

are displayed.
It is blank in the case of quality control data for calculated
parameter results.
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Error In case of a QC error, judgment reasons are displayed.
Otherwise, the display is left blank.

Table 6-02: QC error list

Error Judgment method

The quality control analysis result exceeded the “upper Upper Stop

stop” limit. -

The quality control analysis result exceeded the “upper Upper Limit Es

flag” limit. =2
[e =]

The quality control analysis result fell below the “lower flag” | Lower Limit £ °E’

limit. S

The quality control analysis result fell below the “lower stop” | Lower Stop

limit.

One quality control analysis result exceeded +2SD limit. 1-2s

One quality control analysis result exceeded +3SD limit. 1-3s

Two consecutive quality control analysis results exceeded | 2-2s

+28D limit. -

Four consecutive quality control analysis results exceeded | 4-1s §

+18D limit. g

Five consecutive quality control analysis results exceeded | 5-0.5s o

+0.5SD limit. Z

The difference between this result and the previous quality | R-4s £

control analysis result exceeded 4SD. s

The results of 7 consecutive quality control analyses 7T

monotonic increased or decreased.

The results of 10 consecutive quality control analyses all 10x

deviated to the same side of the target.

Formula The calculation formula for the calculated parameter is

displayed.

Itis only displayed in the case of quality control data for
calculated parameter results.

It is normally blank for quality control data.

Assay parameters specified in the formula are substituted
with the analysis results.

Comment Comments can be registered.

Exclude from automatic The data can be excluded from automatic calculation when
calculation the analysis result is suspicious.
Add a check mark: N (number of data), Mean, SD and CV
are excluded from automatic calculation. Data excluded
from calculation is omitted in plotting the line graph in the
QC chart.
Remove the check mark: N (number of data), Mean, SD and
CV are calculated automatically. Line graphs are plotted in
the QC chart.

2. Check the analyzed data on the Data Details dialog box.
¢ Check the Exclude from automatic calculation check box in order to exclude
the selected data from calculation. Data excluded from calculation is omitted in
plotting the line graph.
¢ Enter a comment in the comment field, if required.
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3. After the settings are completed, select Update to close the Data Details dialog box.

The chart screen is updated.
Press Cancel to cancel the update and close the dialog box.

6.5 Change cursor

You can change the data-selecting cursor within the chart that is displayed in the QC
chart screen.

Press Change Cursor on the operation panel.
The operation panel switches into the Change Cursor mode. The change cursor
button is displayed on the operation panel.

QG Chart

el

s

N
S

L
Cait
Sarve

B)| O] )

& o

QcH
4 — 4

PT sec CtP

508515 Gurrent

216

180

144

166 sec  Mean 165 Normz
2010/07/08 8D 02
1132 GV 12

APTT sec CtP

Cursol
500815 Currant Range

N

835

606

602 sec  Mean

557

2010/07/08  SD Date

N

1133 oV Range

ATI % CtlP

508815 Gurren

300

)

30

308%  Mean

230

2010/07/08 8D

1133 CV

O G © ond

L& s

I
‘ Change cursor buttons

Figure 6-05: Buttons on the operation panel when in Change Cursor mode

Change cursor buttons
Normal

Cursor Range

Date Range

All

Close

One cursor is shown on the chart. Cursor Range, Date
Range and All return the cursor to the range selection
mode.

Two cursors are shown on the chart. One cursor is fixed
to the original position and the other moves using the
scroll bar, selecting the space between the two.

Date range selection dialog box will appear for
specifying the date and selecting the range.

All the subject charts are selected.

With the current cursor status, the operation panel goes
to the normal mode.

2. Switches the data selection cursor using the Change Cursor button.
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If the date range is selected
The Date Range Selection dialog box will appear.

™ Select Date Range

Up
TO
/05 P vl = 2006 ya o] /e D : 5 g
o

wn

FROM

> 006

OK Cancel

Figure 6-06: Date Range Selection dialog box

1. Enter the start date (yyyy/mm/dd, mm/dd/yyyy, dd/mm/yyyy) for the range
selected in FROM and the end date (yyyy/mm/dd, mm/dd/yyyy, dd/mm/yyyy) for
the range selected in TO, then press OK. The allowed range setting is 1800/01/
01 -2037/12/31.

% Note:

e |f any of the Cursor Range, Date Range or All is pressed, the background of the
range selected in the chart becomes light blue.

* If the cursor is switched to Standard or All, Mean, SD and CV are re-calculated
for all data and if it is switched to Range or Date Range, the Mean, SD and CV
data are re-calculated in the range selected.
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6.6 Set target/limit

The target/limit setting function can be used to set targets/limits for the assay
parameter selected in the QC chart. More detailed judgment rules can be checked by
pressing the Detailed Condition button to view the Detailed Error Check Condition
dialog box. Judgment is based on the upper and lower stop limits and upper and lower
flag limits set on the Target/Limit Definition dialog box and the rules set on the
Detailed Error Check Condition dialog box. A result is judged to be a quality control
error if any one of the limits is exceeded or any one of the rules is applicable.

Detailed judgment rules are set using the quality control setting function for assay
group setting. For details, see “Chapter 8: 8.11 Quality control settings”.

Target/Limit setting procedure
1. Move the chart selection cursor to the chart to set targets/limits for.

2. Press Target/Limit on the operation panel.
The Target/Limit Definition dialog box will appear.

Target/Limit Setup

Parameter |PT zec

Control GtiN Lot No. 502701
7 8 ]
[ Target Limit Settings 4 5 6
Upper Stop 2.
Upper Limit T i 2 g
U
Target 100 B
0 C
Lower Limit l—go
Lower Stop |—80 Down e

18D l—

Auto Cale Detailed Condition

Lot Master | Update Cancel

Figure 6-07: Target/Limit Definition dialog box

Target Limit Settings

Upper Stop Inputs the upper stop limit value.
Upper Limit Inputs the upper limit value.
Target Inputs the target value.

Lower Limit Inputs the lower limit value.
Lower Stop Inputs the lower stop limit value.
1SD Inputs the 1SD value.
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% Note:

Be sure to input a value for 1SD.

Click on Auto Calc. to calculate the value from the current quality control data and
set the result as the 1SD value.

If there is not enough data for automatic calculation, manually input a value equal
to half the difference between Target and Upper Limit (or Lower Limit).

Errors can occur in quality control analysis results if 1SD is not set.

Auto Calc. Calculate the mean and 1SD values from the current
control data and set the values below to the edit
parameters.

Upper Stop: Mean value + 3SD
Upper Limit: Mean value + 2SD
Target: Mean

Lower Limit: Mean value — 2SD
Lower Stop: Mean value — 3SD

If there is only one control data point, only the target is
updated, using the calculation above, and other edit
parameters are not updated. If there are no points of
control data, no edit parameters are updated.

Detailed Condition The Detailed Error Check Condition dialog box will
appear. Detailed rules can be checked. Settings can be
changed using the quality control setting function for
each assay group setting.

[® Data Check Condition Setup

Paramster: |PT sec Control: |CtiN
rData Check Settings
Action Action
1-2s [Warning b R-4s Mot Checked 32
1-3s Stop Measurement b T Mot Checked i
225 Mot Ghecked = 10x Mot Checked i
4-1s Mot Ghecked %
9-03s Mot Ghacked 7
Gheck Accuracy of Reagent Assay Value
Allowable Rangs % sD Allowable Range for Target %
Close

Figure 6-08: Detailed Error Check Condition dialog box
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Lot Master

Load targets/limits from the detailed reagent information
of the reagent lot master.

3. Press Update after setting each parameter.
The settings are updated and the Target/Limit Definition dialog box closes.
Press Cancel to cancel the update and close the Target/Limit Definition dialog

box.

6.7 Auto QC setting

Auto QC can be temporarily cancelled and then resumed.

1. Press Auto QC Setting on the operation panel.
The Auto QC Setting dialog box is displayed.

Auto (C Setting

ii
ii

oK | Cancel |

Figure 6-09: Auto QC Setting dialog box

Auto QC analysis
parameters

More

OK

Assay group names which have been set for Auto QC
under the assay group settings are displayed.

Check marks are added to parameters subject to Auto
QC. When the instrument is switched on, all parameters
are checked. Remove check marks to avoid performing
Auto QC for those parameters.

Switches the displayed page if there are 21 or more
parameters. “Current page/Total” is displayed under the
button.

Confirm the edited content, then close the dialog box.
Parameters which were changed from being set for no
Auto QC to performing Auto QC have their Auto QC
analysis orders registered to the joblist, and automatic
analysis starts at fixed intervals. When a parameter is
changed from performing to not performing Auto QC, its
automatic analysis is stopped.
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Cancel Discard the edited content, then close the dialog box.

2. Edit the Auto QC analysis parameters, then press OK.

6.8 QC barcode setting

Controls can be registered for the sample number (QC01-QC20) for quality control.

1. Press QCBarcode Setting on the operation panel.
The QC Barcode setting dialog box will appear.

(¥ acBarcode X

Barcode ID Control Name Lot Mo, Barcede ID  Control Name Lot Mo,

ocol G |
Qco2 4 Qc12 4
QCo3 | Qc13 |
Qcoq 4 Qc14 4
QCos 4 Qc1s 4
QCos | Qc1e 4
Qco? 4 Qc1? 4
QCos 4 Qci1s 4
QCos 4 Qc1s 4
Qc1o | Qceo 4

OK Cancel

Figure 6-10: QC Barcode Setting dialog box

Barcode ID The barcode IDs that can be set are displayed.

Control Name /Lot No. Specify the control and lot number.

OK Register the settings and close the QC Barcode Setting
dialog box.

Cancel Cancel the settings and close the QC Barcode Setting
dialog box.

2. Specify the control name and lot number.
3. Press OK.

Sysmex CS-2000:/CS-2100: Software Guide 6-15



CHAPTER 6

Quality Control

6.9 Delete

Unnecessary QC data in the chart displayed on the QC chart display screen can be
deleted.

1.

Select the point you wish to delete in the change cursor mode. (For details see
“Chapter 6: 6.5 Change cursor”.)

If it is 1 point, select Normal on the operation panel and set the cursor to the point
you wish to delete.

If they are consecutive multiple points, select Cursor Range or Date Range and
select the range of points you wish to delete.

To delete all the points, press All.

2. Press Delete on the operation panel of the QC main screen.
The delete confirmation dialog will appear.
3. Press OK.

% Note:

If the points are deleted, Mean, SD and CV will be re-calculated from the data
remaining after the deletion.

6.10 Adding a new lot

When changing the control lot, add new lots according to the procedure below.

1.

Move the chart selection cursor to the chart to set for the new lot.
The new lot is added to the assay group that belongs to the selected chart.

Press Add Lot on the operation panel.
The New Lot Addition dialog box will appear.

Add New Lot 3]
Control: | CtlN Assay Group:  PT
Current Lot Mew Lot
Lot Me. 502701 Lot Ne. 2
Exp. Date 2010412/ > Exp. Date

™ Succeed to the settings

Target Limit Settings

Add Cancel

Figure 6-11: New Lot Addition dialog box
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3. Select a new lot from Lot No. of New Lot and press Add.
New lots are added to the chart and the New Lot Addition dialog box will close.
Press Cancel to cancel adding new lots and close the dialog box.
If the check mark next to Succeed to the settings is removed, the target/limit can

be set for the new lots. Press Target Limit Settings. For details, see “Chapter 6:
6.6 Set target/limit”.

% Note:

If sample numbers (QC01-QC20) for quality control are used, add or update the
sample numbers when adding new control lots.
For details see “Chapter 6: 6.8 QC barcode setting”.
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6.11 Changing lots

Run quality control with the added lot, check the results from the chart and use the lot
change function to change to the new lot if there is no problem. When changing a new
lot to the current lot, the target and limits for the new lot become the target and limits
for the current lot. The chart displayed as “New” in the New Lot Addition dialog box will
be displayed as “Current”. After the change, the “New” chart and the new lot target
and limits are blank.

A Caution!

* Only “Current” for the current lot is subject to error judgment. Note that “New” for
the new lot is not subject to error judgment.

* Only “Current” in the current lot is analyzed for vial QC. Note that “New” for the
new lot is not analyzed for vial QC.

% Note:

* “Current” lot data will be deleted when the lots are changed.

¢ QC analysis results can be exported to CSV format files. We recommend that
the necessary data is exported before changing the lot.
For details, see “Chapter 6: 6.16 Export”.

1. Move the chart selection cursor to the chart to change the lot for.
The lot change applies to the assay group that belongs to the selected chart.

2. Press Change Lot on the operation panel.
The Lot Change dialog box will appear. Press Change Lot to change the new lot
to the current lot.

Control: | Citrol 1 MAssay Group: |PT
Currentilot == MNew Lot
Lot Ne 328101 Lot Ne. i
—
Exp. Date 2007,/01/31 Exp. Date
[ New Lot Settings
Parameter | Upper Stop [Upper Limit| Target |Lower Limit| LowerStop | 18D ||

Edit Target/Limit
Auto Calc, Change Lot Cancel

Figure 6-12: Lot Change dialog box
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6.12 Change scale

This can change the number of QC points displayed in the QC chart display area.

1. Press Change Scale on the operation panel.
The Change Scale dialog box will appear.

E sopart

‘

‘1]

Cancel

Figure 6-13: Change Scale dialog box

2. Press the button for the number of QC points displayed in the QC chart display
area.

The scale selected in the Change Scale dialog box is applied for all the charts.
6.13 Changing display data

If a new lot is added, the display data can be changed using the Change Display Data
dialog box.

1. Move the chart selecting cursor to the chart with the new lot added.

2. Press Switch Display on the operation panel.
The Change Display Data dialog box will appear.

Cancel

Figure 6-14: Change Display Data dialog box

Current Only the current lot data is shown in the chart.
New Only the new lot data is shown in the chart.
Current+New Both current and new data are displayed in the charts.
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6.14 Print report

Specified QC analysis results can be printed out as a report.

1. Press Print Report on the operation panel.
The QC Print dialog box will appear.

B ac Print

[ Output Target

‘ @ ictveTak

o

[ Target Data

‘ @ =«
‘ Date Rangs

Start Date

1800 /o Al

Numeric
keys

Up

10 5
55 E =

End Date

= 2100 Iz pa il

Down

I N S

[~ Print Format

‘. Graph ‘ List(1 line) ‘ Listt2 fines)

Print Cancel

Output Target

Active Tab

All

Target Data

All

Date Range

Start Date

End Date

Up
Down

Figure 6-15: QC Print dialog box

Select output parameters. There are two selection
options, as below.

Prints all the assay parameters in the tab selected in the
QC chart.

Prints all the assay parameters in all the tabs displayed
in the QC chart.

Selects the target data. There are two selection options,
as below.

Prints all the control data of each assay parameter.

Prints the control data within the range of the specified

date range for each assay parameter.

If the date range is specified, the Mean, SD, CV and the
number of data within that range are printed as the data
information.

Enter the print output start date. The allowed range
setting is 1800/01/01-2037/12/31 (yyyy/mm/dd). The
date input format is determined by the system setting.

Enter the print output end date. The allowed range
setting is 1800/01/01-2037/12/31 (yyyy/mm/dd). The
date input format is determined by the system setting.

Moves the selection one text box to the left.
Moves the selection one text box to the right.
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Print Format Select the print format. There are three selection
options, as below.
Graph Prints the graph of QC chart data.
List(1 line) Prints a list of one plot data in one line.
List(2 lines) Prints a list of one plot data in two lines.

% Note:

When List(1 line) is selected, part of the reagent lot list or comments may
not be printed for assay groups using a number of reagents.
Select List(2 lines) to print all the data.

Numeric keys Use them to enter the print output start date and print
output end date.

2. Set each parameter and press Print.

Prints out the content currently set in the print dialog box and the print dialog box
closes.

Press Cancel to cancel printing and close the print dialog box.
6.15 Print

QC analysis results can be printed out.
1. Move the chart selecting cursor to the chart to be printed.

2. Select the points to print in the Change Cursor mode.
If there is 1 point, select Normal and move the cursor to the plot to print.
For a sequence of points, select Cursor Range or Date Range and select the
range of points you wish to print.
To plot all, select All.

3. Press Print on the operation panel.
The Printing dialog box will appear.

‘. Graph < List(1 line) < List(@ lines)

Figure 6-16: Printing dialog box
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4. Select the format to print in from Print Format.

Graph Prints the graph of QC chart data.
List(1 line) Prints a list of one plot data in one line.
List(2 lines) Prints a list of one plot data in two lines.

% Note:

When List(1 line) is selected, part of the reagent lot list or comments may
not be printed for assay groups using a number of reagents.
Select List(2 lines) to print all the data.

5. Press Print.

% Note:

When Results Output is selected under Print Format:

¢ Prints up to 3 reagent lots from among those used for analysis. However,
reagents not subject to lot control cannot be printed.

* The content of comments entered in the Data Details dialog are printed.
However, when the “Exclude from automatic calculation” is checked, “Omit” is
printed and then the comments are printed.

6.16 Export

Export QC analysis results to a file in CSV format.
1. Select the charts to export.

2. Press Export on the operation panel.
The Save As dialog box will be displayed.

3. Specify the location and file name to save, then press Save.
The chart contents are output to the file in CSV format.
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6.17 Customize display

The QC charts screen includes a maximum of 5 custom tabs and one non-
customizable Other tab. Charts for a maximum of 150 parameters can be displayed in
each custom tab. The Other tab can display charts for 750 parameters. When all
assay parameters have been assigned to tabs besides Other, the Other tab will not be
displayed. Using the Customize Display function, it is possible to set the tabs to
display on the QC charts screen as well as the items to display within the tabs.

1. Adding/editing tabs

1. Press Customize on the operation panel.
The Customize dialog box will appear.

Tab List

Tab Name

Up
Down
Add

Delete

Parameter Group
Settings

Figure 6-17: Customize dialog box

Displays a list of registered tabs. When the dialog box is
first displayed, the top line is selected. The Other tab is
not displayed in the tab list.

The name of the tab that is selected in the tab list can
be edited with up to 10 characters.

Moves the selected tab one line up in the list of tabs.
Moves the selected tab one line lower in the list of tabs.

Adds a new tab at the bottom of the tab list. When
added, the name of the tab is “New Tab.” If the
maximum number of custom tabs has already been
registered, a warning dialog will appear and a new tab
cannot be added.

Deletes the tab selected in the tab list. Assay
parameters that were displayed only in the tab that was
deleted at such time will be displayed in the Other tab.

Displays the Display Parameters Settings dialog box,
which is for setting the display parameters of the tab that
is selected in the tab display.
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Save

Close

The settings made in the Customize dialog box are
saved and the dialog closes.

Discards the settings made in the Customize dialog box
and closes it.

2. To add a tab, press Add. To edit the content of an existing tab, select the tab to

edit from the tab list.

3. Press Parameter Group Settings to make settings for the display parameters in

a tab.

The Display Parameters Settings dialog box will appear.

[® Displayed Parameter Setup.

Displayed Parameter

CtiN APTT
CtiN PG
CtiN PG
CtiN LA2
CtiN VI ch
CtiN VI ch
Gitrol 1 I
Gitrol 1 I
Gitrol 1 VI
Gitrol 1 VI
Gitrol 1 X1
Gitrol 1 X1
Gitrol 1 APL
Gitrol 1 APL
Gitrol 2 v
Gitrol 2 v
Gitrol 2 X
Gitrol 2 X
Gitrol 2 X1
Gitrol 2 X1

[ Parameter

APTT sec -~

PC 40D

PCH

LA2 sec >>lnsert>
Vilich dOD

Villch %
Il sec
%

VI sec > Addd>>
VI %
X%

c
e N <Delete<

1]

Figure 6-18: Display Parameters Settings dialog

Tab

Parameter List

Control

Assay Group

Parameter
Displayed Parameter

>> Insert >>

Displays the name of the tab to set for displayed
parameters.

Displays a list with all the parameters registered for QC.
Just one line can be selected in the list display. When
the dialog box is first displayed, the top line is selected.
Blank lines cannot be selected. The following content is
displayed in each column.

Displays the name of the control.
Displays the assay group names.
Displays the names of assay parameters.
Sets the display parameters.

Insert the parameter selected in the Parameter List into
the Displayed Parameter at the cursor position.
However, if the number of display parameters is already
at the maximum, a warning dialog is displayed and the
parameter cannot be inserted.
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>> Add >> Adds the parameter selected in the Parameter List at
the bottom of the Displayed Parameter and moves the
cursor to the bottom of the list of Displayed Parameter.
However, if the number of display parameters is already
at the maximum, a warning dialog is displayed and the
parameter cannot be added.

<< Delete << Deletes the parameter selected under Displayed
Parameter.

To insert the parameter to be displayed at the cursor position of the Displayed
Parameter, select the parameter to be inserted from the Parameter List and
press >> Insert >>.

To add the parameter to be displayed at the bottom line of the Displayed
Parameter, select the parameter to be inserted from the Parameter List and
press >> Add >>.

To delete, select the parameter you wish to delete from the Displayed Parameter
and press << Delete <<.

Press OK.

The setting content from the Displayed Parameter Settings dialog box is reflected
in the Customize dialog box and the Displayed Parameter Settings dialog box
closes.

Press Cancel to discard settings made in the Displayed Parameters Settings
dialog box and close the dialog.

6. Press Save in the Customize dialog box.

2. Deleting tabs

1.

Press Customize on the operation panel.
The Customize dialog box will appear.

Select the tab to delete from the Tab List and press Delete.

Press Save.
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7. Calibration Curve

This chapter explains the calibration curve function, which is a method for calculating
each assay parameter, based on analysis results such as coagulation time and
difference in the optical density (dOD).

7.1 Overview

There is a calibration curve for each assay group and each set of reagent lots. There
can be up to 10 sets of reagent lots. For each set of reagent lots there may be a Not
Validated curve (one or none), a Validated curve (one or none) and Old curves (up to
10). Each curve has calibration curve tabs for each of the assay parameters selected
under Assay group settings-Assay parameter settings.

During analysis, the validated curve from among the calibration curves matching the
reagent lot used in the analysis is used to calculate the calculation parameters.

A calibration curve can be prepared by the following methods:
¢ Auto-Dilution
Analyzes one type of calibrator through automatic dilution to prepare the calibration
curve.
e Multiple calibrator analysis
The calibration curve can be made by analyzing multiple calibrators.
e Manual input
Parameters are set using the numeric keys.

The calibration curve condition settings below can be set from the assay parameter
calculation method setting screen.

e Calibration curve type

* Graph axis setting

¢ Interpolation method

¢ Dilution ratio

* Replication

e Calibrator type

Maijor calibration curves functions:

Calibration Curve Display

The display of tabs inside the calibration curve area differs depending on the type of
calibration curve.

Validation
Validates the calibration curve. Once a calibration curve has been validated, the
validated calibration curve is applied to routine and STAT samples.

Detailed display

Detailed displays are used to display detailed points in a calibration curve and to
compare curves.

Edit
Edit is used to edit data points for preparing a calibration curve, expiration date of a
calibration curve or other information.
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Print

Prints the displayed calibration curve.
Calib. Info.

Displays the calibrator lot number and expiration date.
Delete

Deletes the displayed calibration curve.

7.2 Calibration curve order registration

1. Press Order on the toolbar.
The Order screen will appear.

2. Press Switch Order on the operation panel.
The Switch Order screen will appear.

Switch Order

Rack Order

Holder
Calib. Curve Order

Heolder QC Crder

Cancel

Figure 7-01: Switch Order dialog box

3. Press Holder Calib. Curve Order.
The Holder Calibration Order screen will appear.
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The Holder Calibration Curve Order screen can be used to register an analysis order
for a calibration curve analysis using a calibrator placed on the reagent table.

% Holder (Calib. Curve) Order

X)
= =
: =& g
@ 2 N SO D |
; = w Gaibs b g
‘ . ST Jons! Orcer Reagent | QG Chart Gurve Maht Wenh sta Shutdonn Stop Start
. Swit\:h)
Calibrator PT APTT Fbg I v VI VIl d

Order

Regist.

.

)
6520007

S imm ‘Order parameter area

Close’

Figure 7-02: Holder Calibration Curve Order screen

4. Press the button of parameters you wish to register in the Order Parameter area
of the Holder Calibration Curve Order screen.
The Calibration Curve Order Input dialog box will appear.

Assay Group:  PT

OovB PT
Reagent Lot

- e

Figure 7-03: Example when entering a lot in the Calibration Curve Order Input dialog
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[ovB PT )
- 7001 -

Reagent Lot

LAL ]
RN
e
o]
]

e

Figure 7-04: Example when entering a display value in the Calibration Curver Order Input dialog
5. Press Reagent Lot.
The reagent lot combination selection dialog box is displayed.

6. Select the reagent lot combination, and press OK.
The reagent lot combination selection dialog box is closed.

7. Make check marks next to assay parameters for which to analyze a calibration
curve analysis.

Click the lot number on the calibrator lot No. list.
9. Enter the display value of the calibrator.

10. Press OK.
The settings are saved and the Calibration Curve Order Input dialog closes.
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7.3 Displaying calibration curves

It is possible to check, edit and validate analyzed calibration curves on this screen.

1. Press Calib. Curve on the toolbar.
The Calibration Curve Display screen will appear.

- = e, o, 'y AN | G [
Al ISR R O e T
ey Genp | Reemont eeErers) Status
A —H Fbe-D OVB Fbg )
T = 537929 “:;Lu; AI Updated on  2010/10/20 Validdte
( FogDT ] )
' 4 Detailed
Display,
Fbs DT sec @
0.6 33.5 1005 Edit)
1.3 16.0
v 8.9 50.0
B—H 5.0 5.1 \ Print H— C
1.5 3.9

20.0 )
CalibInfo.
5.0 )

More'

Exp. Date  2011/10/19 5% G Iy % T 1.0 )

Fbe DT

Figure 7-05: Calibration Curve screen

Close

A Calibration curve display parameter area
Assay Group Displays the name of the assay group of the calibration
curve displayed.

Reagent Lot (Group)  Displays the reagent lot of the calibration curve

displayed.
Status Displays the current status of the displayed calibration
curve.
“Validated™: When the calibration curve has
been validated.
“Not Validated”: When the calibration curve has

not been validated.
“Not Validated Error”: When an unvalidated curve has

an error.
“No Calibration When the calibration curve has
Curve”: not been made.

Calibration curve errors happen in the following cases:
* |f the analysis data does not show monotonic increase

or monotonic decrease for activity% or concentration.
¢ |f only one point of calibration curve data is set.
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* To change between parameters and reagent lots (groups)

1. Press Change. Select parameters from the Assay Group Selection dialog box
which appears.

Select Assay Group

PT APTT Fbe 11 v Y11 V111 IX X Kl

K11 4T3 aPL Ple FC T LAl Laz v

Cancel

Figure 7-06: Assay Group Selection dialog box

2. The Select Reagent Lot (Group) dialog box appears. Press the button for the
reagent lot (group) to display the calibration curve for.

Select Reagent Lot (Group)

O¥B AT3Thro AT3Subs
- 520103 520201

O¥B AT3Thro AT3Subs
- 520102 520203

O¥B AT3Thro AT3Subs
- BZ00102 520202

O¥B AT3Thro AT3Subs
- 5200102 5Z0201

O¥B AT3Thro AT3Subs
- BZ0103 BZ0Z0Z

B

[1/2]

Cancel

Figure 7-07: Select Reagent Lot (Group) dialog box

3. The Calibration Curve Display screen will appear.
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B Calibration curve display area
The calibration curve display area shows the calibration curve for the parameter
set in the calibration curve parameter setting area. If the parameters include
multiple assay parameters which have calibration curves, multiple tabs are
displayed that can be used to switch the display between assay parameters.
The mean value is displayed if repeated analyses were performed.

The flags and point figures for the calibration curve data are as follows:

Table 7-01: Relations between calibration curve data, flags and point figures

Calibration curve data Flags Point figures Explanation
Manual input points “™m” [ | Points input manually
Analysis points “”(space) o Measured points

There are three types of calibration curve. The content displayed in the calibration
curve display area varies as below, depending on the type of calibration curve.

¢ If a “Normal” type calibration curve is displayed

Fog DT )

Fbe DT
H 0.50

sec

16.0

H 2.00

H 5.00

Exp Date 2013/09/15

Log-Log Point-to-Point
log(X) = alog(¥)+b

8.0

4.5
20.0
10.0
5.0

sec
1000

50.0

[ I I
0.20 0.50 1.00

Fbe DT

I I
2.00 5.00

Figure 7-08: Normal calibration curve display
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* If a “Ratio” type calibration curve is displayed

- PTR ETINR
100%0
80.0
60.-0
40.0
20.0

Normal Value 108

Exp. Date 2010412731 0.00 500 400 6.00 8.00 0,00

PTR

Figure 7-09: Ratio calibration curve display

Use this curve to calculate ratios. Ratios are calculated by the formula below.

Analysis value

Ratio =
Normal value
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¢ If the “INR (ISI Input)” type calibration curve is displayed

sec
100-0
0.0

50.0
40.0

30.0

Normal Value 100 7.0
181 Value 1.00

5.0
Exp. Date 2010/12/31 0.851.00  1.50 2.00  2.00 4.005.00 7.00 10.00

PT INR

Figure 7-10: INR calibration curve display

Use this to input the ISI value and the normal value and calculate INR. INR is
calculated by the formula below.

. IN
INR = Analysis value
Normal value

To enter the ISI and normal values, press the Edit key on the operation panel to
display the edit dialog box, then input the values.

A Caution!

ISI values for prothrombin time assays must be entered directly as they appear on
the current reagent labeling.

Any changes of reagent lot, software upgrades, major servicing, etc., require
verification of the 1Sl value.

Failure to enter the correct I1SI value will cause incorrect International Normalized
Ratio (INR) results.
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C Operation panel area

Operation buttons are displayed in the operation panel area for the calibration
curve screen. The operation buttons work for all the calibration curve tabs shown
in the calibration curve display area.

1st page
Validate

Detailed Display

Edit

Print
Calib. Info.

2nd Page
Delete

Common to the 1st and
2nd page

More

Close

Validates and sets a flag for not validated calibration
curves. By doing so, it is possible to use such calibration
curves for routine and STAT samples. There can only be
one active calibration curve for a given reagent lot
(Group). When a not validated calibration curve is made
active, the calibration curve that had been active to that
point becomes inactive.

Switches the calibration curve screen to the detailed
mode, which enables comparison of calibration curves.
This button works with one tab in the current display in
the calibration curve display area.

Switches the calibration curve screen to the edit mode,
which enables editing of calibration curves, etc. If the
Edit function is implemented while the active calibration
curve is being displayed, a copy of the active calibration
curve is made and an not validated calibration curve is
created. At this time, if the calibration curve is not
validated, it is overwritten.

Prints the displayed calibration curve.
Displays the calibrator lot number and expiration date.

Deletes the displayed calibration curve.

If the Operation Panel consists of multiple pages, use
this button to switch between pages.

Closes the Calibration Curve screen.
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7.4 Validate

Validation makes the validation status of the calibration curve “Validated”. Once the
calibration curve has been validated, it can be applied to routine and STAT samples.
There can only be one validated calibration curve for a given reagent lot (Group).
When an unvalidated calibration curve is validated, the previous validated calibration
curve becomes an “Old” curve. “Old” calibration curves can be referred to as
comparison subjects in detailed display.

Validation procedure

1. Press Calib. Curve on the toolbar to display the calibration curve to be validated
(parameter, reagent lot (Group)).

2. Press Validate on the operation panel.
The Validation of Calibration Curve dialog box is displayed.

Validation of Galibration Curve

Validates Calibration Curve.

v iThiz reagent 1= uzed for zample analysiz.

Ok | Cancel |

Figure 7-11: Validation of Calibration Curve dialog box

This reagent is used  Add a check mark to use for sample analysis. Remove the
for sample analysis.  check to avoid using the reagent lot for sample analysis.

OK Validate the calibration curve. The calibration curves for
all displayed assay parameters become Validated. In
the following circumstances, validation cannot be
performed, and a warning dialog box appears.

* When there are calibration curve analysis orders that
have not yet been analyzed, or are being analyzed.

* When an error has occurred affecting the calibration
curve that is to be validated.

* When there are multiple assay parameters and
calibration curves are not ready for all of them.

Cancel Close the Validation of Calibration Curve dialog box

without validating calibration curves.
A Caution!

For parameters for which calibration curves are not used, add a check for Used In
Sample Analysis in the Lot Group Settings dialog box. (For details, see “Chapter
5: 5.4 Set the reagent lot usage”).
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7.5 Detailed display

For the curves that are displayed, it is possible to display points on a curve in detail or
make a comparison of curves for one tab (assay parameter). The compared
calibration curves are not displayed until they are selected.

1. Press Calib. Curve on the toolbar to display the calibration curve (parameter,
reagent lot (Group)) to be displayed in detail.

2. Select the tab (assay parameter) for the detailed display, then display the

calibration curves.

3. Press Detailed Display on the operation panel.
The calibration curve screen goes into the detailed mode for the selected tab.

- 5 o i iy N
& | il e | E LD | R @
45 5 K 3
N [N s | |0IP| ey | 99 )
ST JoBfs! Order Reagen QG CHart Gurve Maiht. Ment Stat Shutdown St Stard
Assay Fbg-DT Assay Parameter Fbg DT
Gurrent Calib. Curve (Solid Line) Compared Calib. Curve
A Reagent Lot (Group)  0'° (i¥geg Reagent _ot (Group)
Updated on 2012/10/04 1440  Management ID Updated on Management ID
Select
[ Compared
) i Galib
S — 100.0 Curve'

Fbg DT

sec

0.50

16.0

1.30

10.0

3.00

6.5

5.50

Exp Date 2013/09/15

\'\ 2.0 Print)
10.0 )
Calibinfo.
5.0

Gursor Position
X Axis Point

[ 126 o Core

126 oL LG e
Compared
Calib. Curve

Y Axis Point o

[ 102 secf|b® bso  To 2o 5.00
~| D D O @

Figure 7-12: Calibration Curve display screen (Detail mode)

A Parameter information display area

Assay

Assay Parameter

Current Calib. Curve
(Solid Line)

Compared Calib.
Curve (Broken Line)

Displays the names of parameters to be displayed in
detail for a calibration curve.

Displays the names of assay parameters to be
displayed in detail for a calibration curve.

Displays the reagent lot (Group) of the current
calibration curve.

Displays the reagent lot (Group) of the calibration
curves being compared.
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B Point info display area

Current tab Displays info on the points of the current calibration
curve.
Compared tab Displays info on the points of the calibration curve being

compared. If no curves to compare are selected, the
chart showing point info is left blank.

C Cursor position data display area

X Axis Point Displays the cursor’s X-axis point. It is possible to enter
a value in the range of 0-99999 directly. When doing so,
once the Enter key is pressed to confirm the entry, the
cursor moves to the X-axis point entered and the Y-axis
point is calculated and displayed.

Y Axis Point:

Current Calib. Curve Displays the Y-axis point on the current calibration curve
relative to the cursor’s X-axis point. It is possible to enter
a value in the range of 0-99999 directly. In this case,
once the Enter key is pressed to confirm the entry, the
cursor will move to the position of the X-axis that
corresponds to the Y-axis input, then the X-axis and the
Y-axis point of the calibration curve to be compared will
be calculated and displayed.

Compared Calib. Displays the Y-axis point on the compare calibration

Curve curve relative to the cursor’s X-axis point. It is possible
to enter a value in the range of 0-99999 directly. In this
case, once the Enter key is pressed to confirm the entry,
the cursor will move to the position of the X-axis that
corresponds to the Y-axis input, then the X-axis and the
Y-axis point of the current calibration curve will be
calculated and displayed.

D Graph display area

Graph The calibration curve graph is displayed. If calibration
curves to compare are selected, the current calibration
curve and calibration curves to be compared are
displayed. When in the detailed display mode,
calibration curves to be compared are not selected.
“X-axis-Y-axis, Approximate Class, Correlation
Coefficient, Approximate Formula” are displayed on the
graph. They are only displayed when the interpolation
type for the correlation coefficient is linear. The graph
has one vertical axis cursor. The cursor can be moved
to the left/right with the buttons at the bottom of the
graph. Also, the cursor position is displayed in the
cursor position data display area. When in the detailed
screen display mode, the cursor is displayed on the right
edge.
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<4<

44

A

E Operation panel area

Select Compared
Calib. Curve

Print
Calib. Info.

Close

To compare calibration curves:

Moves the cursor one point to the left.
Moves the cursor one point to the right.

Moves the cursor to the left.
Moves the cursor to the right.

Displays the Select Calibration Curve to Compare
dialog box so the calibration curve to compare with the
current calibration curve can be selected.

Prints the current calibration curve and the curve being
compared.

Displays the calibrator lot number and expiration date.
For details, see “Chapter 7: 7.8 Calib. Info.”

Closes the Calibration Curve Detailed mode screen and
returns to the calibration curve main screen.

1. Press Select Compared Calib. Curve on the operation panel.
The Select Calibration Curves to Compare dialog box opens.

Select Compared Calibration Curve

Calibration Curve List

Reag Lot Group

OVE Fhg
- 827501

OVE Fhg
- 527301

2000/11/12 Warsion 2010/12/31
13.08 oo

4|4

Load | Cancel |

Figure 7-13: Select Calibration Curves to Compare dialog

2. Select the calibration curves you wish to compare from the Calibration Curve

List and press Load.
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7.6 Edit

1. Editing calibration curves

The edit function can be used to edit data points for preparing calibration curves, the
expiration dates of calibration curves and other information. If the calibration curve is
“Not Validated”, the edit dialog box for that curve appears when Edit is pressed. If the
curve is “Validated” a copy is made of it when Edit is pressed and the edit dialog box
appears for the copied calibration curve. If there is already a “Not Validated”
calibration curve, it is overwritten by the copy.

1. Press Calib. Curve on the toolbar to display the calibration curve (parameter,
reagent lot (Group)) for editing.

2. Press Edit on the operation panel.
The Calibration Curve Editing dialog box will appear.

PT R.|PT INR|

Fbg DT
g/L

2.00
5.00

Exp. Date:  [2013/09/15

EER ERR
e ] BEEE
HEE HEER
] ] ] ]
A = A =
v v
Normal Value | I sec
Exp.Date:  [2011/12/31

Calibration curve editing area

Figure 7-14: Calibration Curve Editing dialog box

Calibration curve editing area
The area is for editing calibration curve data. A tab is displayed for each assay
parameter, just like in the Calibration Curve main screen.

Load
Lot Master

Displays the Calibration Curve Load Selection dialog.

Loads the normal and ISI values from the detailed
reagent information of the reagent lot master. This
button appears only when the calibration curve type is
“Ratio” or “ISI Input”.
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OK

Cancel

3. Edit the calibration curve.

After evaluating for calibration curve errors, it saves the
edits to the calibration curve and closes the Calibration
Curve dialog. At this time, the date/time of the
calibration curve is updated.

If Create Origin Automatically is ON, in accordance with
the calculation rules set for the assay group, it checks
whether the origin (0,0) is included in the Edit point; if it
is not included, (0,0) is automatically added. If a Max
point value has been set up, the minimum point is
changed to (0,0).

Discards the edits to the calibration curve and closes
the Edit Calibration Curve dialog box.

The calibration curve editing area tab will differ depending on the type of

calibration curve.

Normal calibration curves
The display for a calibration curve editing area for a normal calibration curve is as

follows.

Fbgg/ ET =
16.0

2.00 8.0
5.00 45

Exp. Date:  [2013/09/15

EREE
EERE

EN N

Numeric keys

A
v

oK Cancel

Figure 7-15: Editing area for a normal calibration curve

X-axis Point

Y-axis Point

The X-axis data points that constitute the calibration
curve can be edited within the range of 0-99999. When
in the Editing mode display, the current data points are
displayed. If there are not any current data points, it will
be blank.

The Y-axis data points that constitute the calibration
curve can be edited. When in the Editing mode display,
the current data points are displayed. If there are not
any current data points, it will be blank.
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Exp. Date The expiration date of this calibration curve can be
edited within the range of 1800/ 1/ 1 to 2037/12/31
(yyyy/mm/dd). When in the Editing mode display, the
current expiration date is displayed. If there is no current
expiration date, it will be blank. The format of the
expiration date display is determined by the system

setting.
A Moves the selection one editing field forward.
v Moves the selection one editing field back.
Numeric keys Use them to enter X-axis Point, Y-axis Point and

expiration date.

Ratio calibration curves

The display for a calibration curve editing area for ratio calibration curves is as
follows.

PT R.|PT INR|

HER
EER
HER
JJJ Numeric keys

A
v

Normal Value M8 sec
Exp. Date:  2011/12/31

B = Lo

Figure 7-16: Ratio calibration curve editing area

Normal Value The normal value used for calculating a ratio can be
edited within the range of 0-99999. When in the Editing
mode display, the current normal value is displayed. If
there is not a current normal value, it will be blank.

Exp. Date The expiration date of this calibration curve can be
edited within the range of 1800/ 1/ 1 to 2037/12/31
(yyyy/mm/dd). When in the Editing mode display, the
current expiration date is displayed. If there is no current
expiration date, it will be blank. The format of the
expiration date display is determined by the system
setting.

A Moves the selection one editing field forward.
v Moves the selection one editing field back.
Numeric keys Use them to enter the normal value and expiration date.
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INR calibration curve (“INR (ISl Input)” type)
The display of the calibration curve editing area for INR calibration curve is as

follows.

PT R PT INR

Normal Value 100 sec
ISI Value 1.00 Non
Exp. Date:  [2011/12/31

Numeric keys

BEREER
HEER
nRBE B

A
v

e =l

Figure 7-17: Editing area for INR calibration curve

Normal Value

ISI Value

Exp. Date

A

v
Numeric keys

4. Press OK.

The normal value used for calculating INR can be edited
within the range of 0-99999. When in the Editing mode
display, the current normal value is displayed. If there is
not a current normal value, it will be blank.

The ISI value used for calculating INR can be edited
within the range of 0.00-99.99. When in the Editing
mode display, the current ISI value is displayed. If there
is not a current ISI value, it will be blank.

The expiration date of this calibration curve can be
edited within the range of 1800/ 1/ 1 to 2037/12/31
(yyyy/mm/dd). When in the Editing mode display, the
current expiration date is displayed. If there is no current
expiration date, it will be blank. The format of the
expiration date display is determined by the system
setting.

Moves the selection one editing field forward.

Moves the selection one editing field back.

Use them to enter the ISI and normal values and
expiration date.

A Caution!

verification of the ISl value.

Ratio (INR) results.

ISI values for prothrombin time assays must be entered directly as they appear on
the current reagent labeling.
Any changes of reagent lot,

Failure to enter the correct ISI value will cause incorrect International Normalized

software upgrades, major servicing, etc., require
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2. Loading calibration curves

It is possible with the Calibration Curve Editing dialog to load a different calibration
curve for the same parameter.

1. Press Load in the Edit Calibration Curve dialog.
This displays the Calibration Curve Load Selection dialog.

Select l.oaded Calibration Curve

Calibration Curve List

Reag Lot Group

OVE Fhg

- 42750

OVE Fhg 2008/11/12 Yarsion 2010/12/31
- 52750 1306 000z

4|»|<

Load | Cancel |

Figure 7-18: Calibration Curve Load Selection dialog

2. Select the file to be load and press Load.

3. Loading from reagent lot masters
The normal and ISl values can be loaded from the detailed calibrator information of

reagent lot masters. The values can be loaded only when the calibration curve type is
“Ratio” or “ISI Input”.

1. Press Lot Master in the Calibration Curve Editing dialog box.

The information loaded from reagent lot masters is displayed on the Calibration
Curve Editing dialog box.
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7.7 Print

The printing function prints the displayed calibration curve.
Print procedure

1. Press Calib. Curve on the toolbar to display the calibration curve to be printed
(parameter, reagent lot (Group)).

2. Press Print on the operation panel.
The displayed calibration curve is printed.
One page is printed for each assay parameter.

7.8 Calib. Info.

The Calib. Info display function displays the calibrator lot number and expiration date.

Display procedure

1. Press Calib. Curve on the tool bar to display the calibration curve (Assay Group,
Reagent Lot (Group)) for which to display Calib. Info.

2. Press Calib. Info. on the operation panel.
The Calibrator Information dialog box is displayed.

Galibrator Information Galibrator Information
i Current i Current

Calibrator

SHP

Calibrator Lot Expiration Date

20 2431

—Compare

Calibrator Lot Expiration Date

. . 20 2 /31
(Calibration Curve screen)

(Calibration Curve screen
(Detail mode))

Figure 7-19: Calibrator Information dialog box
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Calibrator The calibrator name is displayed.

Lot The calibrator lot number is displayed.
Expiration Date The calibrator lot expiration date is displayed.
Close Closes the Calibrator Information dialog box.

7.9 Delete
The delete function deletes the displayed calibration curve.

Delete procedure

1. Press Calib. Curve on the toolbar to display the calibration curve to be deleted
(parameter, reagent lot (Group)).

2. Press Delete on the operation panel.

7.10 Calibration curve calculation specifications

If there is a low-reliability flag on the data input (clotting time, dOD) for calculations, a
low-reliability flag (*) will also be put on the results calculated from the calibration
curve. If the input data is masked with an “*” like “****”, the calculated results will also
be masked with a “” like “----". If there is no calibration curve validated for a set of
related data, it will be masked with with “XXX” and “X”.

After the conversion is made on the input data axis, a linear or a polynomial
expression is used to calculate the result. In the cases of line graphs, calculation will
be performed with the formula for the input range of data. If an extrapolated range is
specified and the result goes outside the range, a larger value will be > extrapolated
range threshold, a smaller value will be < extrapolated range threshold.
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8. System Setup

This chapter describes system setup, such as parameters that affect the instrument’s
systems as a whole and registration of user information.

8.1 Overview
Major system setup functions:

System settings
Parameter settings that affect the instrument’s system as a whole are set.

User management
User information is registered.

Reagent master registration
Reagent masters are registered.

Reagent lot master registration
Reagent lot masters are registered.

Assay group settings
The following parameters are set for assay groups:
* Basic settings
* QC settings
* Reflex test settings
* Repeat analysis settings
* Test protocol settings

Formula calculation settings
Parameters can be set for Formula calculations.
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8.2 Displaying the settings screen

System setups are made from the settings screen.
Use any of the methods below to display the settings screen.

¢ Press Settings on the IPU menu screen.

W
k.

Reagent Lot Mester  Assay Group Settings

Y

§ CS-20001 ‘

d e

System Settings
User Administration
Reagent Master
Reagent Lot Master
Assay Group Settings
Formula setting

Back

Figure 8-01: Settings screen
The system settings dialog box is displayed for performing
system settings.

The user registration dialog box is displayed for registering
user information for use.

The reagent master dialog box is displayed for registering
reagent masters.

The reagent lot master dialog box is displayed for
registering reagent lot masters.

The assay group setting dialog box is displayed for setting
assay groups.

The Formula Setup dialog box is displayed to make Formula
calculation settings.

Return to the IPU menu screen.
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8.3 System settings

System settings are performed using the system settings dialog box.
It can be used to make settings for the system as a whole. The IPU must be restarted
after system settings are changed.

1. Press System Settings on the settings screen.
The system settings dialog box will appear.

System Settings

L Common Settings

| (3 Date Format
3 Operational Settings
{3 Instrument Settings
3 IPU Connection Option Settin;

Laboratory Name |STSMEX

< e\

C— Defalt ‘

Export | Import ‘ Print | Save | Close ‘

Figure 8-02: System settings dialog box

A Setting parameter tree
The settings categories for the system settings are displayed.

B Setting area
This area is used for making settings for the parameter selected in the parameter

tree. The display changes according to the category selected in the setting
parameter tree.

C Setting operation button area

Default The Reset System Settings to the Default dialog box will appear. The
general set up settings will be restored to the default.

Export The Save As dialog box will be displayed. This function outputs the
system settings to an external storage device.

Import The open dialog box will appear. System setting files previously
output to external storage device using the export function can be
loaded and written over the settings.

Print System settings content can be printed out.

Save Register the setting made using the system settings dialog box. The
registration confirmation dialog box appears if setting values have
been changed. A warning dialog box appears if no setting values
have been changed.
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Close Close the system settings dialog box. A warning dialog box is displayed
at that time if any settings in the dialog box have not been registered.

1. Categories in the setting parameter tree

Common Settings
Common settings are the

settings for common categories to all functions. The

common setting categories are as follows:

Laboratory Settings
Language

Alarm
Date Format

Operational Settings

Set the institution information.

Set the display language to be used for messages and the
like which are displayed on the IPU screen.

Set the alarm sounds to use when errors occur.
This section explains how to set the date format.

Operational settings are operation related parameter settings. The operational setting

categories are as follows:

HIL Check

Sample Volume Check

Automatic Validation

Automatic Output
Order Inquiry

Sample Aspiration

Instrument Settings

Set the judgment levels for HIL checks (hemolytic check,
icteric check and lipemic check), and the method for
displaying measurement results for samples exceeding
those levels.

Set whether or not to perform the sample volume check and
the sample volume range.

Set whether or not to automatically validate samples that
have completed analysis. Only validated samples can be
output to the host computer.

Set whether or not to output automatically to the printer or
host computer with samples that have completed analysis.

Set the method to use for order inquiry on the host
computer.

Display the detergent used for primary sample aspiration.

Instrument settings are instrument related parameter settings. The instrument setting
parameters are as follows:

Instrument Information
Normal Mode

Sample Tube Type
Monitoring

Barcode

Set the device nickname.
Set the sample aspiration mode.
Set each type of sample tube.

Set whether or not to monitor the drain float switches, the
rinse float switch and the number of cuvettes in the trash
box and how to interrupt operation when a reagent runs out.

Set whether or not to use sample and rack barcodes and
the barcode type and check digit to use.
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IPU Connection Option Settings

IPU Connection Option Settings are IPU connection option related parameter
settings. The setting parameters are as follows:

Host Computer (HC)  Set connection with the host computer and the connection
method.

Printer (GP) Set the printer connection.

2. Institution settings
Set the name of the institution.

1. Select Common Settings — Laboratory Settings from the setting parameter
tree of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings %]
E-(3 Common Settings
(R | o b ngs
-3 Languaze
-3 Alarm
- Date Format
[ Operational Settings
[ Instrument Settings Laboratory Mame  |SYSMEX
[ 1PU Connection Option Setting

I3

| B

Default ‘ Export | Import | Print | Save ‘ Close |

Figure 8-03: System settings dialog box (institution settings)

2. Set the institution name under Laboratory Name. Input up to 32 characters.
The content set here is printed out when printing is performed by various functions
(QC, browser etc.).

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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3. Display language
The display language for the IPU can be set.

1. Select Common Settings — Language from the setting parameter tree of the
system settings dialog box.

The setting parameters are displayed in the setting area.

System Settings

=0 Gommon Settings
@L
- Date Format Language
[ Operational Settings
@ Instrument Settings m
[ 1PU Gonnection Option Setting s
£dl | &
Dofault | Export | Import ‘ Print | Save | Close ‘

Figure 8-04: System settings dialog box (display language)

2. Select the IPU display language from Language.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.

To continue with making settings in another category, select that category from the
setting parameter tree.

% Note:

These settings become effective after the system has been restarted.

8-6 Sysmex CS-2000:i/CS-2100; Software Guide

Revised April 2013



Revised April 2013

CHAPTER 8 System Setup

4, Alarm
Alarm sounds to use when errors occur can be set.

1. Select Common Settings — Alarm from the setting parameter tree of the system
settings dialog box.
The setting parameters are displayed in the setting area.

System Settings %]

E-(3 Gommon Settings
[0 Laboratory Settings
-3 Languaze
[ Aarm Alarm
-3 Date Format
[ Operational Settings
(2 Instrument Settings Alarm1 | » u
[ IPU Connection Option Setting
& | B
Default ‘ Export | Import | Print | Save ‘ Close |

Figure 8-05: System settings dialog box (alarm)

2. Select the alarm.
Select from Alarm1 to Alarm10.

Alarm1 — Alarm5 Does not sound continuously (alarm stops
automatically).

Alarm6 — Alarm10 Sounds continuously (alarm keeps on sounding until
action is taken to stop it).

3. Press p.
The alarm sounds.
4. Press L.

The alarm stops.

5. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.

% Note:

These settings become effective after the system has been restarted.
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5. Date setting
The format can be set for how the date is displayed and printed.

1. Select Common Settings — Date Format from the setting parameter tree of the
system settings dialog box.

The selected parameter is displayed in the setting area.

System Settings 3
EH Gommon Settings
(@3 Laboratory Settings
O Languags
3 Alarm Date Format
&=]Date Format
[ Operational Settings a0
@ Instrument Settings
@ IPU Gonnection Option Setting C mm/dd vy
© dd/mmfyyyy
£dl | 3
Default | Export | Impert ‘ Print | Save | Close ‘

Figure 8-06: System settings dialog box (date setting)

2. Select the date display format from Date Format.
Choose between yyyy/mm/dd, mm/dd/yyyy and dd/mm/yyyy.

% Note:

The parts of the display format are as follows:
yyyy: Four-digit year, mm: Two-digit month, dd: Two-digit date

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.

To continue with making settings in another category, select that category from the
setting parameter tree.

% Note:

These settings become effective after the system has been restarted.
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6. HIL check settings
The judgment levels for HIL checks (hemolytic check, icteric check and lipemic
check), and the method for displaying measurement results for samples exceeding
those levels can be set.

1. Select Operational Settings — HIL Check from the setting parameter tree of the
system settings dialog box.
The setting parameters are displayed in the setting area.

System Setlings 3]

=3 Gommon Settings
0 Lahoratory Settings
g ;Ta"f"fage HIL Check
(0 Date Format

= (1 Operational Settings
T

HIL Check v g:;ﬂ;lylic

3 Sample Volume Check

0 Automatic Validation Gheck Level 53]

0 Autematic Qutput . .

3 Grder Inguiny Display Method of Analysis

(1 Sample Aspiration Results [Output values with low-reliability flags =]
= (0 Instrument Settings
# 3 IPU Connection Option Setting W Icteric Gheck

Check Level 5

Display Method of Analysis
Results ‘Output numeric values j

W Lipemic Check

Check Level =

Display Method of Analysis
Results ‘Output numeric values j

< >

Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-07: System setting dialog box (HIL check)

Hemolytic Check Set whether or not to perform hemolytic checks. Add a
check mark to perform hemolytic check. Remove the
check mark to avoid performing the hemolytic check.

Check Level Set the judgment value for hemolytic checks.

Display Method of  Select the method for displaying analysis results for

Analysis Results samples which exceeded the judgment value in the
hemolytic check. The options are Output numeric
values., Output values with low-reliability flags. and
Output masked values.. If Output numeric values. is
selected, the analysis results are output without any
change. If Output values with low-reliability flags. is
selected, the analysis results are displayed with an
assessment flag “*” on the left. If Output masked

values. is selected, the assessment flag “*” is displayed
with the analysis result as “****.*”.
Icteric Check Set whether or not to perform icteric checks. Add a

check mark to perform icteric check. Remove the check
mark to avoid performing the icteric check.

Check Level Set the judgment value for icteric checks.
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Display Method of
Analysis Results

Lipemic Check

Check Level

Display Method of
Analysis Results

2. Set the parameters.

Select the method for displaying analysis results for
samples which exceeded the judgment value in the
jaundice check. The options are Output numeric
values., Output values with low-reliability flags. and
Output masked values.. If Output numeric values. is
selected, the analysis results are output without any
change. If Output values with low-reliability flags. is
selected, the analysis results are displayed with an
assessment flag “*” on the left. If Output masked
values. is selected, the assessment flag “*” is displayed
with the analysis result as “****.*”.

Set whether or not to perform lipemic checks. Add a
check mark to perform lipemic check. Remove the
check mark to avoid performing the lipemic check.

Set the judgment value for lipemic check.

Select the method for displaying analysis results for
samples which exceeded the judgment value in the
lipemic check. The options are Output numeric
values., Output values with low-reliability flags. and
Output masked values.. If Output numeric values. is
selected, the analysis results are output without any
change. If Output values with low-reliability flags. is
selected, the analysis results are displayed with an
assessment flag “*” on the left. If Output masked
values. is selected, the assessment flag “*” is displayed
with the analysis result as “****.*”.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the

setting parameter tree.

A Caution!

» Samples of abnormal color may have an impact on analysis values, so they
should be handled with care.

* |If lamp calibration is not performed after lamp replacement, it may be impossible
to make correct judgments.

% Note:

These settings become effective after the system has been restarted.
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7. Sample volume check
Set whether or not to perform the sample volume check and the sample volume
range. If analysis results for the samples which fell outside the preset range, sample
volume flags are displayed.

1. Select Operational Settings — Sample Volume Check from the setting
parameter tree of the System Settings dialog box.
The setting parameters are displayed in the setting area.

System Settings 3]
=0 Gommon Settings
0 Lahoratory Settings
-
O Languaze 7
£ Alarm = =
0 Date Format (rEatk e UEI‘ - 999389 EI
= (1 Operational Settings
£ HIL Check Uncapped DOEI: mm = 8985 mm
=1 Sample Volume Check
0 Automatic Validation z .
G d 3 - -
0 Autematic Qutput e o0 m 988 e
0 Order Inguiry
(1 Sample Aspiration - Typet
= (O Instrument Settings
= (0 IPU Cennection Option Setting Fiack Mo ’—:| _ ’—:|
Uncappad El mm = El mm
Capped EI m = EI mm
™ Typed
Rack Mo El = El
Uncapped 3 mm = 3 mm
Capped = mm - = mm
< >

Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-08: System Settings dialog box (Sample Volume Check)

Type1 - Type3 Check the type for which a check is performed. When
doing so, the following items must be specified. Remove
the check mark from the type for which a check is not
performed. A total of three sample volume ranges can
be set.

Rack No Sets the rack number for which a sample volume check
is performed.

Uncapped Sets the range when a check is performed with a
sample tube uncapped.

Capped Sets the range when a check is performed with a
sample tube capped.

2. Set each of the parameters.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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8. Auto validation
Set whether or not to validate analyzed samples automatically.

1. Select Operational Settings — Automatic Validation from the setting parameter
tree of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings 3
=1 Gommon Settings
2 Laboratory Settings
O Language
3 Alarm
(2 Date Format
=1 [ Operational Sattings

i~ .
2 HIL Check Perform Automatic Validation

W Normal Sample

01 Ordler Inguiry W Abnormal Sample
(1 Sample Aspiration
# Instrument Settings W Error Sample

%[0 IPU Connection Option Setting
W Barcode Reading Error

W QC Sample

< >

Default ‘ Export ‘ Impert ‘ Print ‘ Save ‘ Close ‘

Figure 8-09: System settings dialog box (auto validation)

Perform Automatic Set whether or not to validate analyzed samples
Validation automatically.
Add a check mark to use auto validation.
Remove the check mark to avoid using automatic
validation.

Normal Sample - QC  If auto validation is used, set the items to be validated.
Sample Samples with check marks are validated.

2. Set the parameters.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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9. Auto output
Analysis results which have been calculated and validated can be output
automatically. Settings can be made for which results are subject to auto reporting
and whether reports are output.
Refer to instrument settings and IPU connection option settings for settings related to
the graphic printer (GP) and the host computer (HC) to which reports are output.

1. Select Operational Settings — Automatic Output from the setting parameter
tree of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings 3]
= Common Settings
[0 Lahoratory Settings
O Languaze A @
23 Amrm utomatic Output
0 Date Format
= (1 Operational Settings
£ HIL Check ¥ Graph Output ¥ HC Output
(3 Sample Volume Check
¥ Normal Sample ¥ Normal Sample
3 Sample Aspiration W Abnormal Sample W Abnormal Sample
# (O Instrument Settings
% L1 1PU Connection Option Setting H iz Sk = ey B
W Barcode Reading Error W Barcode Reading Error
¥ QC Sample ¥ QC Sample
Targst Target
@ Final Data @ Final Data
Al Data " All Data
< >
Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-10: System settings dialog box (auto report)

Graph Output Set whether or not to automatically report (GP) output
samples that have completed analysis.
Add a check mark to use auto (GP) report.
Remove the check mark to avoid using auto (GP)

report.
Normal Sample - QC If auto (GP) report is used, set the items to be output.
Sample Samples with check marks are automatically output.
Target If auto (GP) report is used, select the type of data to

output to the printer, from Final Data and All Data.
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HC Output

Normal Sample - QC

Sample

Target

2. Set the parameters.

Set whether or not to automatically export validated
results to the host computer.

Add a check mark to use HC output.

Remove the check mark to avoid using HC output.

Set the items to be automatically output to the host
computer.

Add a check mark for each item that should be
automatically output.

Remove the check mark for items that should not be
automatically output.

If auto output is used, select the type of data to send to
the host computer, from Final Data and All Data.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the

setting parameter tree.

% Note:

If the instrument is connected to the host computer by CR-800 format, only the last

data is output automatically, even if the setting for data to be output is all data.
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10.0Order inquiry
Set the search method to use for order inquiry on the host computer.

1. Select Operational Settings — Order Inquiry from the setting parameter tree of
the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings

=3 Gommon Settings

0 Lahoratory Settings

O Language

01 Alarm

(0 Date Format
7 D&piﬁ‘gzz‘cfem”gﬁ R Automatic Order inquiry
3 Sample Volume Check
03 Automatic Validation In the case of sample barcode reading error
0 Automatic Qutput
"-.... R

Crder Inguiry  Perform Qrder Inguiny
(1 Sample Aspiration
# (O Instrument Settings

_ ) ) & Perform Measurement using specified assay group
= (0 IPU Cennection Option Setting

Select Assay

< >

Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-11: System settings dialog box (order inquiry)

Automatic
Order inquiry

Set whether or not to perform automatic order inquiry on
the host computer. Add a check mark to perform
automatic order inquiry. Remove the check mark to
avoid using the function.

In the case of
sample barcode
reading error

If automatic order inquiry from the host computer is
used, set how the system should process in the event of
a sample barcode read error. Only make this setting if
there is a check mark for automatic order inquiry.

Revised April 2013

Perform Order
Inquiry
Perform
Measurement
using specified
assay group

List of fixed
parameters

Select Assay

(With the error number as the sample number) Run
automatic order inquiry on the host computer.

Analyze the specified fixed parameter in the next field,
without running an automatic order inquiry on the host
computer.

Up to sixty parameters (assay groups) can be displayed
as fixed parameters to be used for analysis.
If ten parameters or more are set, a scrollbar appeatrs.

The Select Test dialog box appears and can be used to
edit fixed parameters. Parameters can only be edited if
there is a check mark for analysis with fixed parameters.
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2. Set the parameters.

3. Press Select Assay to edit the fixed parameters.
The Select Test dialog box will appear.

Select Test |

K

Test List

BT |
APTT
Fhg |
I |
v |
WII |
AT
Ix
X |

| |

K | s
AT3
APL
Flz
;ﬁl ch Cancel
-

LAl b

Figure 8-12: Select Test dialog box

Test List Select the tests when a sample barcode could not be
read.

4. Select the analysis parameters and press OK.

The set analysis parameters are reflected in the fixed parameter list and the
Select Test dialog box closes.
Press Cancel to close the Select Test dialog box.

5. Press Save to register after finishing setting. Press OK on the registration

confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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11.Sample aspiration

The detergent used for primary sample aspiration can be displayed.

1. Select Operational Settings — Sample Aspiration from the setting parameter
tree of the system settings dialog box.
The detergent used for primary sample aspiration is displayed.

System Settings

=3 Gommon Settings
0 Lahoratory Settings
O Languaze
£ Alarm
(0 Date Format
= (1 Operational Settings

Rinse at the Time of Sample Aspiration

X

£ HIL Check

(3 Sample Volume Check
03 Automatic Validation
0 Automatic Output

0 Order Inguiry

&} Sample Aspiration

= (0 IPU Cennection Option Setting

< >

Default ‘ Export ‘

Pre-Rinse List
Clean LRinseitater

Number of samples aspirated into the instrument

Post Rinse List
Clean IRinseWater

_o

Time of the Aged Sample

50 Min o longer

N =] Samples

Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-13: System settings dialog box (sample aspiration)

Rinse at the Time of Sample Aspiration

Pre-Aspiration Rinse List
Post-Aspiration Rinse List

Time of the Aged Sample

Detergents used for pre-rinsing are listed in order
of use.

Detergents used for post-rinsing are listed in
order of use.

When Suspend the test is checked on Analysis
in case of insufficient reagent after selecting
System Settings — Instrument Settings —
Monitoring, analysis is suspended for
parameters which use the reagent if a reagent
runs out. However, primary sample aspiration
continues. When the reagent is replenished,
secondary dispensing is performed for the
aspirated sample and analysis restarts. Sets the
time of the aged sample from between primary
sample aspiration and secondary dispensing.
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Number of samples aspirated When Suspend the test is checked on Analysis

into the instrument in case of insufficient reagent after selecting
System Settings — Instrument Settings —
Monitoring, analysis is suspended for
parameters which use the reagent if a reagent
runs out. However, primary sample aspiration
continues. When the reagent is replenished,
analysis restarts from the aspirated sample. The
maximum number of primarily aspirated samples
is displayed.

12.Instrument information

Instrument name and serial number are presented as instrument information. The
device nickname can also be set.

1. Select Instrument Settings — Instrument Information from the setting
parameter tree of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings X
= Commeon Settings
(O Laboratory Settings
(3 Language
3 Alarm
(1 Date Format
=0 Operational Settings I
LI HIL Check EICE [
(3 Sample Wolume Check
3 Automatic Validation
3 Automatic Qutput Serial No. [
g Order Inguiry
Sample Aspiration
= Instrument Settings Instiisis [cs-2100i
a

hickname

[nstrument Information
2 Timer
(3 Samnpling Mode
1 Sample Tube Type
2 Monitoring
[ Barcode
%[ IPU Connection Option Setting

< bd

Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ GClose ‘

Figure 8-14: System settings dialog box (instrument information)

Instrument Name The instrument name is displayed.
Serial No. The Serial number of the instrument is displayed.

Instrument Nickname Set the device nickname. Input up to 15 alphanumeric
characters.

% Note:

Alphanumeric characters are only A-Z, a-z, and 0-9. Localized characters cannot
be input.
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2. Set the parameters.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.

To continue with making settings in another category, select that category from the
setting parameter tree.

% Note:

These settings become effective after the system has been restarted.

13.Aspiration mode
The sample aspiration mode can be set.

1. Select Instrument Settings — Sampling Mode from the setting parameter tree
of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings E|
= (1 Common Settings
0 Lahoratory Settings
O Language
£ Alarm
(0 Date Format
2 D&paﬁth:LEEtt'”gg Sample Aspiration Node
1 Sample Volume Check
(1 Automatic Validation &+ Mormal Mode © Micro-Sample Mode
O Automatic Qutput
0 Order Inguiry
3 Sample Aspiration
= (A Instrument Settings
0 Instrument Infarmation Wicro—Sample Mode: No Re-analysis/Low Speed
O Time

Normal Mede: Re-analysis/High Speed

Samp Iode
3 Sample Tube Type
£ Monitoring
1 Barcode
(1 IPU Connection Option Setting

< >

Default ‘ Export ‘ Irnport ‘ Print ‘ Save ‘ Close ‘

Figure 8-15: System settings dialog box (aspiration mode)

Sample Aspiration Mode

Normal Mode This is the standard mode. Repeat analyses can be
performed.

Micro—Sample Mode This is the micro-sample mode. Analysis using a
capped sample tube cannot be performed.

2. Set the parameters.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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% Note:

These settings become effective after the system has been restarted.

14.Sample tube types
Set the types of sample tubes which can be used for analyses.

1. Select Instrument Settings — Sample Tube Type from the setting parameter
tree of the system settings dialog box.
The setting area displays the name of the currently-set sample tube type.

System Settings

-0 Common Settings

-3 Lahoratory Settings
{0 Language

£2 Alarm Sample Tube Type

(3 Date Format

-0 Operational Settings .
& HIL C heck Ordinary Sample, STAT

(3 Sample Volume Check Mormal Mede [Standard Sample Tube

-8 Automatic Validation
0 Automatic Output

Micro Mode [Standard Sample Tube

3 Order Inquiry
3 Sample Aspiration Control [Standard Sample Tuke |
-2 Instrument Settings

-8 Instrument Information

0 Timer

3 Monitoring
-3 Barcode
120 IPU Connection Option Setting

<

| &

Default | Export | Irpert ‘ Prirt | Save | Close ‘

Figure 8-16: System settings dialog box (sample tube type)

2. Set the sample tube used in Normal Mode and Micro Mode.
Only Standard Sample Tube can be selected for Control and no changes in
setting are available. A sample cup can also be used with Standard Sample Tube
selected.
See “Chapter 5: 5.10: 1. : Table 5-20 Usable types of evacuated blood collection
tubes and test tube adapters” in the Instructions for Use to confirm the type of
sample tube used and select the appropriate setting.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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% Note:

tube.

Extra volume

¢ These settings become effective after the system has been restarted.

¢ As the specification of the sample tube (diameter of sample tube, thickness of
air layer, bottom shape, thickness, internal pressure etc.) varies between types,
different aspiration methods must be set for analysis with each tube type.

¢ |dentifying the type of sample tube makes it possible to aspirate sample from the

¢ The following volume and sampling method change with the sample tube type.
Sample volume which can be aspirated

Sample aspiration method
Sample volume monitoring method

15.Monitoring

This is used to set whether or not to monitor the drain float switches, the rinse float
switch and the number of cuvettes in the trash box and how to interrupt operation

when a reagent runs out.

1. Select Instrument Settings — Monitoring from the setting parameter tree of the
system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings

= (1 Common Settings
0 Lahoratory Settings
1 Language
0 Alarm
(3 Date Format
= (0 Operational Settings
£ HIL Check
1 Sample Volume Check
0 Autematic Validation
0 Automatic Qutput
01 Order Inguiry
3 Sample Aspiration
= (1 Instrument Settings
O Instrument Information
O Timer
(2 Sampling Mede
3 Sample Tube Type
a

O Barcode
(1 IPU Connection Option Setting

< >

Default ‘ Export

™ Wonitor waste float switch

¥ Monitor rinse float switch

¥ Monitor number of cuvettes in the trash box

Analysis in case of insufficient reagent
* Suspend analyses
" Suspend the test

" Skip the test

V' Read again in the case of reagent barcede reading error

Irnport ‘ Print ‘

Save ‘ Cloge ‘

Figure 8-17: System settings dialog box (monitoring)

Monitor waste float
switch

Monitor rinse float
switch

Set whether or not to monitor the drain float switch of the
waste tank. Add a check mark to perform monitoring.
Remove the check mark to avoid monitoring.

Set whether or not to monitor the rinse float switch of the
rinse tank. Add a check mark to perform monitoring.
Remove the check mark to avoid monitoring.
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Monitor number of
cuvette in the trash box

Set whether or not to monitor the number of cuvettes in
the cuvette trash tray. Add a check mark to perform

monitoring. Remove the check mark to avoid monitoring.

Analysis in case of insufficient reagent

Suspend analyses

Suspend the test

Skip the test

Read again in the case
of reagent barcode
reading error

Set the parameters.

When a reagent runs out, sample aspiration and
dispensing are suspended for all parameters. When the
reagent is replenished, analysis restarts from the
aspirated sample.

When a reagent runs out, analysis is suspended for
parameters which use that reagent, but continues for all
other parameters. When the reagent is replenished,
analysis restarts from the aspirated sample.

When a reagent runs out, analysis stops for parameters
which use that reagent, but continues for all other
parameters. If there are samples for which orders have
already been received, the analysis result becomes an
error from the point at which the reagent ran out.

Order inquiry will not be performed for parameters for
which any reagent has run out.

Set whether or not to try again if reading of the reagent
barcode failed. Add a check mark to try to read the
barcode again. Remove the check mark to avoid reading
again.

Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the

setting parameter tree.

% Note:

These settings become effective after the system has been restarted.
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16.Barcodes
It is possible to set whether or not to use sample and rack barcodes and the barcode
type and check digit to use.

1. Select Instrument Settings — Barcode from the setting parameter tree of the
system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings

=3 Gommon Settings
0 Lahoratory Settings
O Languaze
21 Alarm F Use Sample Barcode I~ Use Rack Barcode
(0 Date Format
= (1 Operational Settings Reading Code/Check Digit Reading Code/Check Digit
£ HIL Check
3 Sample Volume Check
01 Automatic Validation AT Modulus11 ~ (o)
3 Autematic Qutput
£ Order Inguiry ITF hoduue10 ~| Start/Stop D d)
(1 Sample Aspiration
= [ Instrument Settings CODE3® odulus43 -
(3 Instrument Information c
2 Timer JAN Medulus10
2 Sampling Mede
(3 Sample Tube Type GCODE128 B
O Monitoring
& B rcode " 18BT128 Modulus103
# (3 IPU Connection Option Setting
Sample No. in Barcode Reading
Error
& 13-digit © 15-digit
< >
Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-18: System settings dialog box (barcode)

Use Sample Set whether or not to use sample barcodes.
Barcode Add a check mark to use barcodes. Remove the check
mark to avoid using barcodes.
Reading Code/ These can be set if the check mark is attached to allow
Check Digit the use of sample barcodes.
Nw7 The four check digit options if CODABAR/NW7

barcodes are used are None, Modulus 11, Weighted
modulus 11, Modulus 16.

ITF The two check digit options if ITF barcodes are used are
None and Modulus 10.

CODE39 The two check digit options if CODE39 barcodes are
used are None and Modulus 43.

JAN The check digit to use with JAN/EAN/UPC barcodes is
Modulus 10.

CODE128 The check digit to use with CODE128 barcodes is
Modulus 103.

ISBT128 Set whether or not to use ISBT128 barcodes. Add a

check mark to use barcodes. Remove the check mark to
avoid using barcodes. The check digit to use with
ISBT128 barcodes is Modulus 103.
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Sample No. in Barcode If an error occurred in reading the sample barcode,

Reading Error select whether the automatically assigned sample
number should have 13 digits or 15 digits.
Use Rack Set whether or not to use Rack barcodes. Add a check
Barcode mark to use barcodes. Remove the check mark to avoid
using barcodes.
Reading Code/ Select either NW7 or CODE39 as the reading code for
Check Digit rack barcodes. If NW7 is selected, use “D” or “d” as the

start and stop codes and make the check digit Modulus
16. If CODERS9 is used, the corresponding check digit is
Modulus 43.

Set the parameters.

Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.

To continue with making settings in another category, select that category from the
setting parameter tree.

% Note:

* These settings become effective after the system has been restarted.
* Read tests of sample barcodes can be carried out from the Sample Barcode
Reading Test dialog box for Test Operation.
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17.Host computer
Settings can be made for whether or not to connect to the host computer and the
method for doing so.

1. Select IPU Connection Option Settings — Host Computer from the setting
parameter tree of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings

E-(3 Gommon Settings
@ Laboratory Settings ¥ Connected to Host Computer.
3 Language
23 Alarm
-2 Date Format @ Serial Port _— TP —mm—
= (3 Operational Settings
€1 HIL Gheck Format: | CERIRMNNGNRGN - Format: [GA-1500 E
0 Bample Volume Check. Serial Port: |0 - Host IP Address:
{3 Automatic Validation
-@ Automatic Output Baud Rate: |9600kps o Port No. G000 =]
2 Order Inguiry e
-2 Sampls Aspiration e sl
=3 Instrument Settings Stop Bit: |1-Bit v
{3 Instrument Information Part ,—;,
-3 Timer arity: |None
3 Sampling Mode Flow Gentrol: |Mone b
-2 Sample Tube Type cl
& Monitoring || °b B ]
{3 Barcode Response Text: [ACK/NAK ©
=03 IPU Connection Option Setting Tremsitslen
-3 Host Computer Interval: 12 52¢ :I'
{3 Printer sce: [sum =
Detailed |
setting
] N
Default ‘ Export | Import | Print | Save ‘ Close

Figure 8-19: System settings dialog box (host computer)

Connected to Set whether or not to connect to the host computer. Add
Host Computer a check mark to connect. Remove the check mark to
avoid connecting.

Serial Port Select if the serial port is the method for communicating
with the host computer. If it is selected, settings can be
made for the following items. These can only be
selected if Connected to Host Computer is set.

Format If the communications method is serial, select the
format from CA-1000, CA-1500, PC-DPS(C),
ASTM1381-95/1394-95, ASTM1381-02/1394-97,
CR-800 or CS-2000i.

Serial Port If the communications method is through the serial port,
select the serial port to use for serial communications,
from COM1 and COM2.

Baud Rate If the communications method is through the serial port,
select the baud rate (communication speed) for serial
communications, from 300, 2400, 4800, 9600 and
19200.

Code If the communications method is through the serial port,
select the data bit length (character bits) for serial
communications, from 7-Bit and 8-Bit.
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Stop Bit

Parity

Flow Control

Class

Class A

Class B

Response Text

Transmission
Interval

BCC

TCP/IP

Format

Host IP Address

Port No.

If the communications method is through the serial port,
select the stop bit length for serial communications,
from 1-Bit, 1.5-Bit and 2-Bit.

If the communications method is through the serial port,
select the parity bit for serial communications, from
None, Odd and Even.

If the communications method is through the serial port,
remove the check marks for serial communications flow
control, from None and CTS/RTS.

If the communications method is through the serial port,
select the communications protocol to use for serial
communications from the options below.

Select to communicate with the host computer without
handshaking.

Select to handshake with the host computer in the
course of communication.

If the format is CA-1000, CA-1500 or PC-DPS(C), select
ACK/NAK or STX-ACK-ETX for whether or not to add
STX, ETX to the Response Text used in communication
with the host computer.

If the communications method is serial, select the
transmission interval from 0 sec, 1 sec, 2 sec, 5 sec or
10 sec.

If the format is CR-800, the BCC (Block Check Code)
calculation method can be selected from SUM or XOR.

Select if TCP/IP is the method for communicating with
the host computer. If it is selected, settings can be made
for the following items. This can only be selected if the
setting is to Connected to Host Computer.

If the communications method is TCP/IP, select the
format from CA-1000, CA-1500, PC-DPS(C),
ASTM1381-02/1394-97 or CS-2000i.

If the communication method is TCP/IP, set the IP
address of the host computer. Input the number in the
format below.

*kk kkk kkk kkk

Each *** is a number. (0-255)

If the communication method is TCP/IP, set the port
number of the host computer. The setting range is 1024-
65535.
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Detailed setting

(When CS-2000i is selected in Format)

Errr——— Output Sample Set whether or not to output sample

C5-20001

 Diitpit Sample Volume Flags. |

Figure 8-20: Detailed
setting dialog box 1

Pressing this button displays either of the following two
dialog boxes depending on the format selected.

Volume Flags. volume flags to the host computer.

Add a check mark to output sample
volume flags to the host computer.
Remove a check mark when to not
output sample volume flags to the host
computer.

(When ASTM1381-95/1394-95 or ASTM1381-02/1394-97 is selected in Format)

ASTM
I~ Blitput HIL Flgs
F Output Sample Volume Flags

I Outa:

I~ Output the softve

I~ Add 3 [GR] st the end of a record

=]

Figure 8-21: Detailed
setting dialog box 2

e Output HIL

Flags.

Set whether or not to output HIL flags
to the host computer.

Add a check mark to output HIL flags to
the host computer.

Remove a check mark to not output HIL
flags to the host computer.

Output Sample Set whether or not to output sample
Volume Flags. volume flags to the host computer.

Output
Sample

Add a check mark to output sample
volume flags to the host computer.
Remove a check mark when to not
output sample volume flags to the host
computer.

Set the output conditions for sample
volume flags when using HC output.

Volumeflags Add a check mark to issue a sample
only in case volume flag in the event of an error and
of defective output sample information to the host

sample
volume.

Output the
software
version.

computer only in case of defective
sample volume.

Remove a check mark to always issue
a sample volume flag in normal
circumstances or in the event of an
error and output sample information to
the host computer.

Set whether or not to output version
numbers to the host computer.

Add a check mark to output the
software version to the host computer.
Remove a check mark to not output the
software version to the host computer.
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Add a [CR] at Set whether or not to output a [CR] at

theend of a the end of a record to the host computer.

record. Add a check mark to output a [CR] at the
end of a record to the host computer.
Remove a check mark to not output a
[CR] at the end of a record to the host
computer.

A Caution!

e When using CA-1000, CA-1500 or PC-DPS(C) as Format, contact your local

representative. If the host computer processes the following actions, the

receivable number of digits may become less than those of analysis results,

causing incorrect analysis results to appear on the host computer display.

* |gnores one high-order digit of the transmission data to receive only four low-
order digits for Clot Time, dOD, activity% and concentration.

* |gnores two high-order digits of the transmission data to receive only three
low-order digits for ratio and INR value.

Changing the settings for whether assay parameters are valid or invalid may

prevent the transfer of correct analysis results to the host computer. If the valid/

invalid settings for assay parameters have been changed, change the settings

on the host computer as well, and confirm that the analysis results are

transferred to the host computer correctly.

Set the parameters.

Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.

To continue with making settings in another category, select that category from the
setting parameter tree.
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18.Printer
It is possible to set the printer connection.

1. Select IPU Connection Option Settings — Printer from the setting parameter
tree of the system settings dialog box.
The setting parameters are displayed in the setting area.

System Settings 3]
=0 Gommon Settings
[0 Lahoratory Settings
O Languaze
£ Alarm
DD Date Format
Ol e 3
3 Sample Volume Check
0 Automatic Validation
3 Automatic Qutput
0 Order Inguiry
(1 Sample Aspiration
= Instrument Settings
(3 Instrument Information
3 Timer
2 Sampling Mede
1 Sample Tube Type
O Wenitoring
1 Barcode
= (3 1PU Connection Option Setting
3 Host Computer

SE
< >
Default ‘ Export ‘ Import ‘ Print ‘ Save ‘ Close ‘

Figure 8-22: System settings dialog box (printer)

2. Select the printer connection from the available connections.

Select none, as is displayed, or a printer driver from the list of drivers installed in
the IPU.

3. Press Save to register after finishing setting. Press OK on the registration
confirmation dialog box which appears.
To continue with making settings in another category, select that category from the
setting parameter tree.
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19.Initialization of system setting values
The system setting values can be restored to the factory defaults.

1. Press Default in the system settings dialog box.
The Reset System Settings to the Default dialog box will appear.

Reset System Settines to the Default

& Reset the settings only in the active setup screen to the default

" Reset all the settings to the default:

QK Cancel

Figure 8-23: Reset System Settings to the Default dialog box

2. Select which setting values to restore to defaults. Select whether to restore only
the currently-selected settings, or all system settings.

3. Press OK.

Close the Reset System Settings to the Default dialog box and load the default

values. The loaded settings are automatically reflected in the IPU, even if the Save
button is not pressed.

To cancel loading, press the Cancel key.

20.Backing up system setting values
Current system setting can be saved to a file.

1. Press Export in the system settings dialog box.
The Save As dialog box will be displayed.

2. Specify the location and file name to save, then press Save.
21.Loading system setting values
System setting values can be loaded from a file to replace the current setting values.

1. Press Import in the system settings dialog box.
The open dialog box will appear.

2. Specify the file to load, the press Open.

22.Printing system setting values
Current system setting values can be printed out.

1. Press Print in the system settings dialog box.
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8.4 User management

Information on users who use the instrument is stored in the IPU. The aim of user
management is to prevent improper access to the IPU. A logon name and password
must be entered to log on. The various functions of the IPU are restricted according to
user permissions, so the operations that a user can perform after logging on are
limited by that user’'s permissions.

The IPU has a preregistered user by factory default, and it cannot be deleted or
altered. Up to 100 users can be registered in total, including the preregistered user.

1. User registration/editing

1. Select User management on the settings screen.
The user registration dialog box appears.

Shutdann

O |

= )
‘ ok

User list

[l

Selectlcon | B Date

User Right

—
[administrator SunMon Tue Wed Thu Fri Sat
29 80 1 2 3 405
T — 6 7 8 9 10 11 12 Save
13 14 15 16 17 18 19
20 21 22 23 24 25 26
[Laboratory Supervisor | 27 28 29 30 €GP 1 ° Close

3 4 5 8 7 8

9
4
4

H - B

Figure 8-24: User registration dialog box

User list
ID
Logon Name

User Name

Exp. Date

ID - comment for registered users are displayed.
User ID is displayed.

The logon name for the user selected on the user list
can be set using up to 8 characters. When a user is
selected on the user list, the logon name for that user is
displayed. This is a compulsory item. It cannot be
registered as a blank.

The user name for the user selected on the user list can
be set using up to 10 characters. When a user is
selected on the user list, the user name for that user is
displayed.

Set the expiration date of the password. The setting
range is 1900/ 1/ 1 —2037/12/31 (yyyy/mm/dd).
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User Right Set user permissions from the options of Laboratory
Supervisor, Lab Technician or Night Operator. They
are displayed in order of permission level, with the
highest at the top. Only levels below the logged-in user
can be selected.

Comment Enter a comment about the user in up to 20 characters.

2. To edit the information about a user who has already been registered, select the
user to edit from the user list. Press Add to register a new user.

Set the parameters.
Press Save.
Preregistered user by factory default

The following user is registered by default when the instrument is shipped. Editing of
the preregistered user such as deletion and permission changes is not possible.

Table 8-01: Preregistered user by factory default

ID | Logon | Password User Exp. User Comment Overview
Name Name Date Right
1 admin admin Lab. 31/12/ | Lab. (Blank) This is the user used
Supervi- | 2037 Supervi- by the facility
sor (dd/ sor manager.
mm/ There are
yyvy) permissions for the
implementation of all
functions.
A Caution!
As shown in the table above, the password has been set by factory default.
Change the password when logging in for the first time.
For details, see “Chapter 8: 8.4: 3. Changing passwords”.
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User permissions
The following limitations are based on user permissions.

Table 8-02: Limitation of functions according to user permissions

Function

Lab Supervisor/
Lab technician

Night
operator

Order
Registration

Registering rack routine sample
and QC analysis orders

O

©)

Holder calibration curve analysis
order registration

O

©)

Holder QC order registration

Registration of STAT orders

Joblist

Joblist display

O|0|0O

Validation

Select display conditions

Find

Adding/deleting marks

Printing analysis results

HC Output

O|0|0|0|0O

Deleting displayed analysis results

Editing sample information

©)

Recalculation of calculated
parameters

O|0|0|0|0|0|0|0|0|0|0|0

Exporting analysis results

Customizing the joblist screen

Browser

Browser main window display

@)

Validation

Print

HC Output

Export

O|0|0

Customize

Detailed graphical display

Reagent
Screen

Check the reagent set positions

Edit reagent information

0|00

Set the reagent lot usage

O|0|0|0|0|0|0|0|0|0|0|0
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Table 8-02: Limitation of functions according to user permissions

Function Lab Supervisor/ Night
Lab technician operator
Quality QC charts display screen O O
Control Checking QC error data @) —
Change cursor O O
Set target/limit O —
Auto QC setting O @)
QC barcode setting O O
Print O O
Delete O —
Adding a new lot O —
Changing lots O —
Change scale O O
Changing display data O O
Print report @) O
Export O @)
Customize display O —
Calibration Validate O —
Curve Detailed display ) @)
Edit O —
Print O O
Delete O —
Calib. Info O O
System System settings @) —
Setup User management* ) @)
Reagent master registration O —
Reagent lot master registration O O
Assay group settings O —
O: Can be implemented —: Cannot be implemented

* The following restrictions are placed on user management.

User display: The logon user (self) and users of lower rank are displayed in the dialog box.
Other users besides the logon user with the same permissions are not displayed.

User information/Password change: The user can change user information and passwords for
the logon user (self) and users of lower rank.

User addition/User deletion: The user can also add and delete users of lower rank.
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2. Delete user
1. Select the user to delete from the user list in the user registration dialog box.

2. Select Delete on the user registration dialog box.
The delete confirmation dialog box appears.

3. Select OK on the delete confirmation dialog box.

3. Changing passwords

1. Select the user from the user list on the user registration dialog box for whom to
change the password is to be changed.

2. Press Change Password.
The Change Password dialog box will appear.

Chanee Password

e
[ Password 1 8 9
Current Pagsword l—
Up 4 5 6
MNew Password l—
BoE g | B | Numeric
keys
(1] = C
ALPH Enter
Update | Cancel
Figure 8-25: Change password dialog box
Current Password Enter the current password to change the password.
Password characters are displayed as “*”.
New Password Input the new password to register using up to 12
characters. Password characters are displayed as “*”.
New Password For confirmation, re-enter the new password. Password
(Confirmation) characters are displayed as “*”. At the registration stage,

this entry is compared to the new password.
Registration is not possible if there is a mismatch.

Up Move the cursor up to the next field.
Down Move the cursor down to the next field.
Numeric keys This is used to enter the password.
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3. Enter the password, using the numerical keys.

For new registration, enter the new password under New Password and New
Password (Confirmation).

To change the registration, enter the current password under Current Password,
then enter the new password under New Password and New Password
(Confirmation).

Press Update.

The settings in the change password dialog box are registered and the dialog box
closes.

Press Cancel to discard settings made in the change password dialog box and
close it.

4. Icon selection

1.

Select the user from the user list in the user registration dialog box for whom to
register or change an icon.

Press Select Icon.
The icon setting dialog box will appear.

Specify the location and file name under which the icon is saved, then press
Open.
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8.5 Reagent master registration

Reagent masters can be registered.

A Caution!

factory default settings.

The operator is personally responsible for changing the registered reagent
information. Furthermore, the warranty for this product only covers the use in the

1. Registration of reagents to the
information

reagent master/editing of registered reagent

1. Press Reagent Master on the settings screen.
The reagent master registration dialog box appears.

Reagent Master Registration

Resgen
Valid | RN | Barcode 1D | Reagent

=

Wi [Ine
Usable | M IS Rogul | Mi Add

uuuuuuu

5006 5005, 6036 1
5007 076037 VI
5008 G0 641 IX
5017 5017 ATReag
5018 5018 ATSubs
5013 5010 ATBut
50% G035 G022 SHP
5027 50275031 OHN
5035, 5049V

SSINISISISINN

®

503 5038, 5385, 5 VI
5042 504D 6042 X
)

sEmTmmgomDI T

i
T i S0 P
i R

Import

Export

S[SmISISISINN

oooooooooo

Delete

DooooorROoog §

50 10
-j-gln:l-g-g-g-g-g-:-

0 0 o 0 0
R R R T

KOO

Save

Reagent Information |

Feagent D 5054
Femont 5054
acent  [FTTHS ke

" vaid 858

I Keep Gooled
I” Lot Management

Barcode [N

S &

Close — C

I™ UserDefinition  Manufacturer [Siemens
- Reeuler Mixine
il Micing Inter val 7 Every min

G Mixing

Duraten [0 see
e —

I~ Use Detereent after Messurement of Remainin Vol

Reagent Type
( =

I Detergent

T~ Factor
I~ Gentrol

T~ Buffer
T~ Calirator

Remaining reagent volume
W No. of Tests Worning test count [ 5 test
Yolime per Test [ 703 ul  Ite

rrupt test count [T test

Figure 8-26: Reagent master registration dialog box

A List of reagents

The reagent list is displayed.

B Reagent information

Information for the reagent selected in the reagent list is displayed.

Reagent ID
Reagent
Valid

Barcode ID

Set the reagent ID.
Set a reagent name.

Set whether or not to display this reagent on other
screens (the reagent screen and the reagent selection
dialog box). Add a check mark to display the reagent.
Remove the check mark to avoid displaying it.

Set the ID that is used on the reagent barcode label to
identify the reagent.
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Keep Cooled Set whether or not cooling is required. Add a check
mark if cooling is required. Remove the check mark if
cooling is not required. A warning will be displayed if a
reagent that requires cooling is placed in a reagent
holder that is not cooled.

Reagent Type Set the type of the reagent.
Remaining reagent volume

No. of Tests Set whether or not to display the number of remaining
tests on the Reagent screen. When a check mark is
added, the number of tests is displayed by calculating
the remaining volume for one test. When the check
mark is removed, “-” (hyphen) is displayed for the
number of remaining tests.

A Caution!

The number of tests that can be analyzed and those obtained by calculating the
remaining volume for one test may differ for the diluent used in multiple assay
groups and the calibrators analyzed by changing dilution ratios.

Volume per Test (uL) Set the volume of the reagent used for one test. (If
remaining reagent volume is displayed in terms of a
number of tests, this volume is used to calculate that
number. In some cases, the volume used may vary
depending on the test parameter, but this value is used
to determine the number of remaining tests).

Warning test count Set the warning number of tests for remaining reagent
volume. When the remaining number of tests for the
reagent set in the instrument falls below the amount
sufficient for the number of tests for warning, “Reagent
volume will be short” is displayed.

Interrupt test count Set the number of tests for remaining reagent volume to
trigger a pause. When the same reagent is set in
multiple reagent vials, the reagent is automatically
switched if the remaining number of tests for the reagent
used falls below the amount sufficient for the number of
tests for a pause. When there is no switchable reagent
available or only one reagent vial set in the instrument,
“The analyses are suspended because the reagent is
used up” is displayed.

A Caution!

Changing the value for the Interrupt test count may affect the automatic reagent
switchover when the same reagent is set in multiple reagent vials, or extra volume
of the reagent.
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User Definition

Manufacturer

Regular Mixing

The display indicates whether or not the set information
has been edited by a user. If it has been edited, the
system automatically judges so and adds a check mark.
No check mark is added if the information was not
edited.

The manufacturer name is displayed if the reagent
information was provided by the manufacturer.
“Sysmex” is displayed for Sysmex products and
“Siemens” for Siemens Healthcare Diagnostics
products.

Set whether or not to perform regular mixing. Add a
check mark to perform regular mixing. Remove the check
mark to avoid using regular mixing. When the instrument
(the reagent holder) is in a state that permits mixing, such
as during Analysis, mixing is performed at the set mixing
interval and speed for the set mixing duration. When the
status of the instrument is “Ready” for long periods and
the mixing interval has been exceeded, such as after
starting the instrument or installing the reagent, mixing is
performed at the set initial mixing speed and for the set
initial mixing duration.

A Caution!

analysis results.

If periodic mixing of reagents is performed, set the number of interrupted tests so
that the probe does not come into contact with the stir bar. If no suitable setting is
made for the number of interrupted tests, it can cause probe crash or sampling
errors, so the reagent may not be aspirated correctly, which would influence the

Follow the procedure below to calculate the number of interrupted tests.
Table 8-03: Vials and capacity and number of interrupted tests

Vial and capacity Interrupt test count

Siemens reagent vial 5 mL (GW5) 1200 uL/[Volume per Test (uL)]

Siemens reagent vial 15 mL (GW15) 1600 uL/[Volume per Test (uL)]

Siemens reagent vial 25 mL (GW25) 1600 pL/[Volume per Test (uL)]

Mixing Interval

Initial Mixing
Duration

Initial Mixing Rate

Mixing Duration
Mixing Rate

Set the interval between reagent mixing operations in
minutes.

Set the duration of mixing to be used if the reagent
mixing interval is exceeded or if the reagent is mixed for
the first time after placement in seconds.

Set the mixing speed to be used if the reagent mixing
interval is exceeded or if the reagent is mixed for the
first time after placement.

Set the duration of reagent mixing operation in seconds.
Set the mixing speed for reagent mixing.

Sysmex CS-2000:/CS-2100: Software Guide 8-39




CHAPTER 8 System Setup

Use Detergent after Set whether or not to rinse with detergent after detecting

Measurement of the level with the probe when measuring remaining

Remaining Vol. reagent volume. Add a check mark to perform it.
Remove the check mark to avoid performing it. If the
check mark has been added, the detergent to use can
be selected.

A Caution!

For reagents that are set as requiring post-rinsing in the reagent protocol of the
test protocol settings, add a check mark for Use Detergent after Measurement
of Remaining Vol. to set detergent.

It may not be possible to obtain accurate analysis results if detergent is not set,
because reagents could be contaminated when their remaining volume is
measured.

Operation Panel area

Add Add a line below the line selected in the reagent list.

Import The Open dialog box will appear. The reagent list
previously output to external storage device using the
export function can be loaded.

Export The Save As dialog box will be displayed. This function
outputs the selected reagent list to external storage
device.

Delete The deletion confirmation dialog box for the line

selected in the reagent list is displayed. Press OK to
delete the selected line. Press Cancel to avoid deleting
the selection.

Save Register the content edited in the reagent information
display/editing area.

Close Close the reagent master registration screen and return
to the next higher screen.

To edit the information about a reagent which has already been registered, select

the reagent to edit from the reagent list.

Set the parameters. Press Add to register a new reagent.

Press Save.

Press Close.
A dialog box appears asking for a restart.

Press OK.
Register the settings made using the reagent master registration dialog box.

% Note:

These settings become effective after the system has been restarted.
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2. Deleting a reagent

1. Select the reagent to delete from the reagent list.

2. Press Delete.
The delete confirmation dialog box appears.

3. Press OK.
The selected line will be deleted.
Press Cancel to avoid deleting the selection.

3. Backing up reagent masters
The reagent selected in the reagent list can be saved to a file.
1. Select the reagent to export from the reagent list.

2. Press Export.
The Save As dialog box will be displayed.

3. Specify the location and file name to save, then press Save.

4. Loading reagent masters
Reagent masters can be loaded from a file to replace the current settings.

1. Press Import in the reagent master registration dialog box.
The Open dialog box will appear.

2. Specify the file to load, the press Open.

% Note:

Reagent information is stored in the instrument when the reagent is placed in the
reagent holder. To carry on using a reagent for which the reagent master setting
has changed, remove it from the instrument and then put it back, so that the
barcode is read. It can then be used.
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8.6 Reagent lot master registration

Reagent lot masters can be registered.

1. Press Reagent Lot Master on the settings screen.
The reagent lot master registration dialog box appears.

Reagent Lot Master Setup

Reagent [D

5027 CtiN

Y

5038 i

A 5054 PT THS
5068 CaCl
5071 APTT ACT
5272 APTT FS
5275 Fbe
5277 ovB
A Clean 1

Reagent

Reagent Lot Information

Lot No. |502501 7 Valid

= User Definition

Reagent Type Exn Date User Definition| 2
RUZol] Detalled Display

Co 502701 2011/12/31 5]

F 503801 2011/12/31 u]

R 505401 2011/12/31 u} Add

R 506801 2011/12/31 =]

R 527101 2011/12/31 u] R

R 527201 2011/12/31 u]

R 527501 2011/12/31 o

B 527701 2011/12/31 o Export

W At01 2011/12/31 0 i | C
Delete

Exp. Date [2011/12/31 Bl December, 2011

SunMhon Tue Wed Thu Fri Sat
27 28 29 30 1 2 3

Save

B Reagent Master Information

4 5 6 7 8 9 10

Reagsnt ID [5025

1112 13 14 15 16 17

Reagent Name  [SHP

18 19 20 21 22 23 24

Reagent Type  [Calibrator

25 26 27 28 29 30 &P
12 3 4 5 8 7

Manufacturer  [Siemens

4 Year »

4 Morith »

]

Close

Figure 8-27: Reagent lot master registration dialog box

A Reagent lot list

The list of reagent lots is displayed.

B Reagent lot information

Information for the reagent selected in the reagent lot list is displayed.

Lot No.

Set the reagent lot number using up to six alphanumeric
characters.

% Note:

be input.

Alphanumeric characters are only A-Z, a-z, and 0-9. Localized characters cannot

Valid

Set whether or not to display this reagent lot on other
screens (the reagent screen and the reagent lot
selection dialog box). Add a check mark to display the
reagent lot. Remove the check mark to avoid displaying
it.
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Exp. Date

User Definition

Reagent ID

Reagent Name

Reagent Type

Manufacturer

Operation Panel area

Detailed Display

Add
Copy

Print

Import

Export

Delete

Save

Close

Set the expiration date of the reagent. The setting range
is up to 2037/12/31 (yyyy/mm/dd). Set in date order.

The display indicates whether or not the set information
has been edited by a user. If it has been edited, the
system automatically judges so and adds a check mark.
No check mark is added if the information was not
edited.

The reagent ID of the reagent master information under
the set lot number is displayed.

The reagent name of the reagent master information
under the set lot number is displayed.

The reagent type of the reagent master information
under the set lot number is displayed.

The reagent manufacturer of the reagent master
information under the set lot number is displayed.

Display the detailed reagent information read from the
reagent barcode.

Add a line below the line selected in the reagent lot list.

Copy the content of the line selected in the reagent lot
list, then add a line.

Print a table of the reagent lot list.

The Open dialog box will appear. The reagent lot list
previously output to external storage device using the
export function can be loaded.

The Save As dialog box will be displayed. This function
outputs the selected reagent lot list to external storage
device.

The deletion confirmation dialog box for the line
selected in the reagent lot list is displayed. Press OK to
delete the selected line. Press Cancel to avoid deleting
the selection.

Register the content edited in the reagent lot information
display/editing area.

Close the reagent lot master registration screen and
return to the next higher screen.
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1. Displaying detailed reagent information

1. Select the reagent lot you wish to display the detailed information from the reagent
lot list.

2. Press Detailed Display.
One of the following detailed reagent information dialog boxes is displayed
depending on the reagent type.

Reagent [ SHp Lotho: [ 502501 ExpDate [ 2011/12/31 Reagent [ GilN Lotho: [ 502701 Exp Date | 2011/12/31
{GIB7AIE | Gontrol | Reagent Calbratar (GG Reseent |
[ D] Assay Group | Assay Parameter | Assay Sheet Value | Units | I | [ ID|  Assay Group | Assay Parameter | Target Value | Unit | Upper Limit | Lower Limit
5061 PT THS PT INR 101 | 5061 PT THS PT sec 122 sec 140 104
Close. Close
s H » P ”
(when the reagent type is “Calibrator”) (when the reagent type is “Control”)
Reagent [PT TS LotNo: [ So5a01  Bxp Date [ gort/12/31
Galbrater | Contral [FEEETE|
Vi D[ Assay Group | MNPT [ Units | I8l I
5061 PT THS 1080 sec 086
Close

(when the reagent type is “Reagent”)

Figure 8-28: Detailed Display dialog box

Reagent The reagent name read from the barcode is displayed.

LotNo The reagent lot number read from the barcode is
displayed.

Exp. Date The expiration date of the reagent read from the

barcode is displayed.

Management ID The Management ID of the assay group read from the
barcode is displayed.

Assay Group The assay group name corresponding to the
Management ID is displayed. “-” is displayed when there
is no assay group registered under assay group settings
that corresponds to the Management ID.

Assay Parameter The assay parameter name registered in the assay
group is displayed. “-” is also displayed for the assay
parameter while “-” is displayed for the assay group.

Unit(s) Units set under the assay parameter settings are
displayed.
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Assay Sheet Value The display value read from the barcode is displayed.
The display value is displayed only when the reagent
type is “Calibrator”.

Target Value The target value read from the barcode is displayed.
The target value is displayed only when the reagent
type is “Control”.

Upper Limit The upper limit value read from the barcode is
displayed. The upper limit value is displayed only when
the reagent type is “Control”.

Lower Limit The lower limit value read from the barcode is displayed.
The lower limit value is displayed only when the reagent
type is “Control”.

MNPT The MNPT value read from the barcode is displayed.
The MNPT value is displayed only when the reagent
type is “Reagent”.

ISI The ISl value read from the barcode is displayed. The
ISI value is displayed only when the reagent type is
“Reagent”.

. Add reagent lot information

1. Set the necessary parameters for the added reagent lot.
2. Press Add. A line is added to the reagent lot list.

. Edit reagent lot information

1. Select the reagent lot to edit from the reagent lot list.
2. Set the parameters.

3. Press Save.

. Copy reagent lot information

1. Select the reagent to copy from the reagent Iot list.

2. Press Copy.
A line is added to the reagent lot list and the information from the selected line is
copied into it.

. Backing up reagent lot information

The reagent lot information selected in the reagent lot list can be saved to a file.
1. Select the reagent lot to export from the reagent lot list.

2. Press Export.
The Save As dialog box will be displayed.

3. Specify the location and file name to save, then press Save.
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6. Loading reagent lot information

1. Press Import in the Reagent lot master registration dialog box.
The Select Import Method dialog box is displayed.

Select Import Method

Select the import method to the reagent lot master.

File Barcode ‘

Cancel |

A
Figure 8-29: Select Import Method dialog box

2. Press File or Barcode.
The File Selection dialog box appears when File is pressed.
The barcode read dialog box appears when Barcode is pressed.

3. When File is pressed, specify the file to load, then press Open. When Barcode is
pressed, the barcode is read.

One of the following Barcode Reading Result dialog boxes appears depending on
the read reagent type after reading the barcode.

Barcode Reading Result

Barcode Reading Result

Reagent [ SHp LotNo: [ 502501

Exp. Date 2011/12/31 Reagent [C4iN LotNo: [ 502701  Exp Date | 2011/12/31

Calirator | e |
M D] Assay Group | Assay Parameter | Assay Sheet Value | Units | [ e o]
5061 PT THS PT INR 101

Assay Group | Assay Paramster | Target Valus | Unit | Upper Limit |
5061 PT THS PT sec

Lower Limit
122 sec 14.0 104

Save Cancel Save Cancel

(for “Control”)

(for “Calibrator”)

Reagent [PT THS Lotho: [ 505401  Exp. Date 2011/12/31

|
[ D[ Assay Group | MNPT [ Units | I8l |
5061 PT THS 1080 sec 096

Save Cancel

(for “Reagent”)

Figure 8-30: Barcode Reading Result dialog box

4. Check the reading result, then press Save.
The reading result is saved. Press Cancel not to save the reading result.
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% Note:

If the same reagent lot as the one read by the barcode has already been
registered, a confirmation message appears asking if the reagent lot master is
overwritten.

Press OK to save the barcode reading result in the reagent lot master.

Press Cancel not to save the barcode reading result.

7. Deleting a reagent lot

1. Select the reagent to delete from the reagent lot list.

2. Press Delete.
The delete confirmation dialog box appears.

3. Press OK.
The selected line will be deleted.
Press Cancel to avoid deleting the selection.

% Note:

Reagent information is stored in the instrument when the reagent is placed in the
reagent holder. To carry on using a reagent for which the reagent lot master
setting has changed, remove it from the instrument and then put it back, so that
the barcode is read. It can then be used.
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8.7 Overview of assay group settings

Settings can be made for assay groups.

A Caution!

* It may not be possible to obtain correct analysis results if the assay group
settings are changed.
The operator is personally responsible for any such changes.
Furthermore, the warranty for this product only covers use of the factory default
settings of assay groups with the management ID of 0 to 19999. The
manufacturer's recommended settings are protected by the management ID and
cannot be changed. Settings that cannot be changed are displayed in blue.

* Do not change assay group settings during the analysis. Doing so may affect the
analysis results or cause the analysis to be disabled.

* The IPU and the Main Unit must be restarted after assay group settings are
changed. The new settings become effective after the system has been
restarted.

% Note:

* Parameters which can be changed are limited according to permissions of logon
users.

¢ During changes to assay group settings, a warning dialog box is displayed if
another assay group is selected without registering the changes.
Press OK to register the changes and switch the selection.
If the user presses Cancel, the selection will switch without registering the
changes (discards them).
Press Continue to return to the assay group that is being set.
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1. Press Assay Setting on the setting screen.
The assay group setting dialog box will appear.

[ Assay Group Setup

X

B ™ [Besic | | Reflex| @G | Test Protocol |

7 THS
T THS cal

T THS extended Assay Group:[Fibrinogen Dade Thro Display Name: [Fog-DT Menagement ID:F321  Edit
an
b7 NN cal ¥ Valid Updated on:2012/08/15 Assay Group Host ID: Jog =]
T INN extended
1T Actin Analysis Condition ————————————————
:EE é;“” erended Default Diution Rati:[1/1 -
AP TT FS extended
Lo el Replications:[1 -
2P T FSL extended
J\PTT PSL [~Assay Parameter
2P TT PSL extended
Fibri de Thrombin) Vol Dnay Name e e
[TT Test Thrombin L . - - | | B
T Thromboclotin 0aiDlgec RalDlfeec
A —Jperrocbin Tine Fbg DT 2011/08/18 .
Factor 11 THS
Factor 11NN
factor v THs
Factor v INN Edit/View
fFactor it THs
fFactor vir i
Factor X THs
fFactor X 1NN Bl
fFactor vill Actin
fFactor vl Actin FS
fFactor Vil Actin FSL
fFactor i psL
Factor 1x Actin
fFactor 1 Actin Fs
Factor IX Actin FSL
Factor 1X PsL
fFactor X1 Actin E
Copy.
Up C
i Export ‘ Add ‘ Load ‘ Print ‘ Save ‘ Close

- Down
Sequence

Figure 8-31: Assay group setup dialog box

A List of assay groups
All registered assay groups are displayed. When the dialog box is displayed, the
top assay group is selected. Up to 35 lines can be displayed on one page. This is
the same display order even when the assay group list is displayed for another
function. If the selection is changed to another assay group while the settings are
being changed for another, the selection change warning dialog box is displayed
to allow the user to choose whether or not to register the changes.

Copy Copies the selected assay group in the list of assay
groups and creates an assay group having the same
contents.

Delete Deletes the assay group selected in the assay group

list. The deletion confirmation dialog box is displayed
before the deletion is carried out.

Up Moves the selected assay group in the list of assay
groups to one line higher.

Down Moves the selected assay group in the list of assay
groups to one line lower.

Measurement Change the order sequence of assay group.

Sequence
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B Setting area

This area is used for making settings for the assay group selected in the assay
group list. The area is composed of multiple tabs. When the dialog box is
displayed, the contents of its leftmost tab is on display.

Basic tab This is the tab for making basic settings for the assay
group.

Reflex tab This is the tab for making reflex settings for the assay
group.

Re-Analysis tab This is the tab for making repeat analysis settings for the
assay group.

QC tab This is the tab for making QC settings for the assay
group.

Test Protocol tab This is the tab for making test protocol settings for the

assay group.

Setting button area
Buttons are arranged in this area for making overall operations on the system
settings.

Export The Save As dialog box will appear. Outputs the
selected assay group to an external storage device.

Add The File Selection dialog box will appear. Adds the
assay group information loaded from a file. (Adding new
assay groups)

Load The File Selection dialog box will appear. Overwrites the
assay group information loaded from a file to any
existing assay group. (Updating existing assay groups)

Print Prints the content of settings for the assay groups
selected in the list of assay groups.

Save The changes in content are registered.

Close Closes the Assay Group Setup dialog box and returns to

the next higher screen.

Select the assay group set in the assay group list.

Make the necessary settings in each tab. For the settings in each tab, see
“Chapter 8: 8.8 Basic settings”-“Chapter 8: 8.12 Test protocol settings”.

Press Save.

Press Close.
A dialog box appears asking for a restart.

Press OK.
Register the settings made using the assay group setup dialog box.
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1. Copying assay groups

1. Select the assay group to copy from the assay group list in the Assay Group Setup
dialog box, then press Copy.
The Confirmation dialog box is displayed. A Management ID of the assay group in
user definitions that has already been assigned is automatically increased by one.

2. Press OK.

2. Deleting assay groups

1. Select the assay group to delete from the assay group list in the assay group
settings dialog, then press Delete.
The Confirmation dialog box will appear.

2. Press OK.

3. Change the order sequence of assay group

1. Press Measurement Sequence
The Measurement Sequence dialog box will appear.

Measurement Sequence
Aszsay Group o]

PT THS

APTT Actin

Fibrinogen Dade Thromhbin =
[NMNOWVANCE Antithrombir
INNOWVANCE D-Dimer
Lupus Anticoagulant 1
Lupus Anticoagulant 2
Batraxchin Time

TT Thromboclotin

BC a2-Antiplasmin

EC C1-Inhibiter
BC Plasminegsn down
BC Protein G

Factor XIII chromogenic
Protein C

Protein & Ac

FT THS extended
APTT Actin extended

up

Factor I THS

Save | Cancel ‘

Figure 8-32: Measurement Sequence dialog box

2. Change the order sequence of assay group with up or down.

3. Press Save.

% Note:

A throughput will be influenced if the measurement sequence is changed.
The operator is personally responsible for any such changes.

Sysmex CS-2000:/CS-2100: Software Guide 8-51



CHAPTER 8 System Setup

4. Exporting assay groups

1. Select the assay group to export from the assay group list in the Assay Group
Setup dialog box, then press Export.
The Save As dialog box will appear.

2. Specify the location and file name to save, then press OK.

5. Adding assay groups

1. Press Add.
The File Selection dialog box will appear.

2. Select the file to add and press OK.

3. Select the method for adding the file in the Confirmation dialog box.

6. Loading assay groups (Updating assay groups)

1. Select the assay group from the assay group list in the Assay Group Setup dialog
box which to a file is loaded, then press Load.
The File Selection dialog box will appear.

2. Select the file to load and press OK.

3. Select the method for loading the file in the Confirmation dialog box.
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8.8 Basic settings

The basic settings tab of the assay group setting dialog can be used to make basic
settings for the assay group selected in the assay group list.

[® Assay Group Setup
Assay Group

PT TH3

PT THS cal

PT THS extended
PTIMN

PTINN cal

PT INN extended
APTT Actin

APTT Actin extended
APTTFS

APTT FS extended
APTT FSL

APTT FSL extended
APTT PSL

AP

T

TT Thremboclotin
EBatroxohin Time
Factor Il THS

Factor I INN

Factor W THS
Factor W [NN

Factor VI THS
Factor VILINN
Factor X THS
Factor ) INN

Factor WII Actin
Factor VI Actin F5
Factor WII Actin FSL
Factor YT PSL
Factor IX Actin
Factor D( Actin F8
Factor IX Actin FEL
Factor X PSL
Factor XI Actin ~|

® Basic |Re-analysis| Refiex| GG

=

| Test Protocol |

Aseay Grougi[Fiarinogen Dade Thro Dieplay Mame: [Fbg-DT ManagementID: 5321 Edit
P Valid Undated on [2012/08/15 Assay Group Host ID: o5 =
Aralysie Condition
Default Dilution Rat 11 =]
Replicationl[1 7]

[ Assay Parameter

Valid Display Name Assay Parameter

Fbg DT 2011/08/18

Cepy

Edit/View

Delete

el

Copy
o | |
Delete
Down
Measurament
Seguence

Export | Add ‘ Load ‘ Print | Save ‘ Close

Figure 8-33: Assay group setting dialog box (basic settings tab)

Assay Group

The assay group name is displayed.

% Note:

Only alphanumeric characters, “-” (hyphen) and “()” (brackets) can be used in the
assay group name.

Display Name

Management ID

Edit

The display name of the assay group is displayed. The
display name is the one used as the assay group name in
other functions.

The Management ID of the assay group is displayed.
Assay groups are divided into the following groups and
management ID is assigned to each group.
Table 8-04: Management ID Groups

Group Management ID
0 - 19999
20000 - 99999

Assay groups set by the manufacturer

Assay groups set by the customer

Displays the dialog box for confirming changes in
management ID.
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Valid

Updated on

Assay Group Host ID

Set whether or not to make the assay group valid. It can be
used for analysis if it is valid. Add a check mark to make it

valid. Remove the check mark to invalidate the assay group.

The updated date of the assay group is displayed. The
format of display is determined by the system setting. When
the updated date of assay parameters within the assay
group is updated, the updated date of the assay group is
also updated.

The host ID of the assay group is displayed. The setting
range is 01 — 98. The search of the host is carried out using
the assay group host ID and the assay parameter host ID.

% Note:

00 and 99 cannot be set because they are used as special ID numbers specified
by the host computer when it performs an order inquiry.

00: This ID indicates that the analysis assay group for the sample that is the
subject of the inquiry is not on the host computer, so the sample should not be
analyzed and analysis should move on to the next sample.

99: This ID indicates that information on the sample that is the subject of the
inquiry cannot be found on the host computer, so the sample should not be
analyzed and subsequent analyses should be stopped.

Analysis Condition
Default Dilution
Ratio

Replications

Assay Parameter
Valid

Display Name
Assay Parameter
Updated on

Copy

Edit/View

Delete

The default dilution ratio or dilution series at the time of
performing analysis can be selected. The dilution ratios can
be set under the test protocol settings.

The number of replications for analysis can be selected.
The selection range is 1 — 2 times.

Assay parameters in the assay group are indicated as either
valid or invalid.

The display name for the assay parameter is displayed
The assay parameter name is displayed.

The update date for the assay parameter is displayed. The
format of display is determined by the system setting.

The assay parameter selected in the assay parameters list
is copied to create the same parameter in the list.

The assay parameter settings dialog is displayed to edit the
assay parameter settings selected in the assay parameter
list.

Delete the assay parameter selected in the assay
parameter list.
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% Note:

assay parameter name.

Only alphanumeric characters, “-” (hyphen) and “()” (brackets) can be used in the

1. Assay parameter settings

Settings can be made for assay parameters.

Add/edit assay parameters

1. To add an assay parameter, press Add in the assay parameters for the basic
settings tab. To edit a registered assay parameter, select the assay parameter to

edit, then press Edit.

The assay parameter settings dialog box will appear.

Assay Parameter Setup

5]
Assay Parameter: |Fbe DT Display Mame: |Fhz DT Mamagement ID: 3321
™ %ald Updated on: [2011/08/18 Assay Parameter Host [D: |2
Calculation Method |Data GCheck | Evaluation Presst |
 Raw Data Decimal
Unit System: [Concentraton =] Units: [a/L o Diete  Itezml [RA| SeemE i
& Calib Decimal
Gurve Unit System: [Concentration =] Units: [g/L Z]  Dits:  [mteml [ peemel o
T T I ST vl R [ e
Pods
’;( Axis: Log | Y Aods Log = ‘
Extrapolation
’7 v Extrapclate Range Min X |010 = - Max X [2.00 33 ‘
Graph Axis
’7 X Axis Min : 0,20 X Axis Max :[8.00 Y Aods Min o1 ¥ Axis Max o [100
Dilution Analysis IAutomatic Dilution j
Correction Standard | Galibrator [Dilution R [Ren [ Stable Time |
O 31 0 A
O SHP 241 2 0
O SHP 141 2 0 Edit/ View
O SHP 1/2 2 0
O SHP 1/4 2 0 Delete
Save Close

Assay Parameter
Display Name

Management ID

Figure 8-34: Assay parameter settings dialog box
The assay parameter name is displayed.

The display name for the assay parameter is displayed.
The display name is the one used as the assay
parameter name in other functions.

The Management ID of the assay group is displayed.
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Valid Set whether or not to make the assay parameter valid. It
can be used for analysis if it is valid. Add a check mark
to make it valid. Remove the check mark to invalidate it.

A Caution!

Changing the settings for whether assay parameters are valid or invalid may
prevent the transfer of correct analysis results to the host computer. If the valid/
invalid settings for assay parameters have been changed, change the settings on
the host computer as well, and confirm that the analysis results are transferred to
the host computer correctly.

Updated on The update date for the assay parameter is displayed.

The format of display is determined by the system setting.

Assay Parameter Host Set the host ID for the assay parameters. The setting
ID range is 1 — 5. The search of the host is carried out using

the assay group host ID and the assay parameter host ID.

Calculation Method tab Set the calculation methods for the assay parameters.
Data Check tab Set the data check methods for the assay parameters.
Evaluation Preset Tab Makes detailed parameter settings for data analysis.

Set the parameters.

For the calculation method tab, see “Chapter 8: 8.8: 1.: Calculation method
settings”.

For the data check tab, see “Chapter 8: 8.8: 1.: Data check settings”.

Press Save.

Register the settings and close the assay group setting dialog box. If the assay
parameter setting has been changed, the registration confirmation dialog is
displayed. So press OK.

Press Cancel to cancel the changes made in the assay parameter settings and
close the assay parameter settings dialog box. The confirmation dialog box
appears if assay parameter settings have been changed.
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Calculation method settings

Settings can be made for the assay parameter calculation method from the calculation

method tab.

Assay Parameter Sctup

Assay Parametar:  |Fhg DT Display Mame: |Fbg DT hMarnagement ID: 5321
¥ Walid Updated on: [2011/08/18 Assay Parameter Host ID: |2
Calculation Method |Data Check | Evaluation Preset |
© Raw Data Decimal
Unit System: |Cencentration - Units: |2/l - Digits: I;;ifm' 3 33 p:;\ma o 33
& Calib D |
Curve Unit System: [Concentration = Units: [/l <[  Digits IF[:iEra‘ o e =
T P I [T el i T [ e
Pods
’;( Ais Log ~| ¥ Axis Log - ‘
Extrapolation
( W Extrapolste  Range Min Xfo1o = - M x 200 = ‘
Graph fsds
’7 X Agis Min : 020 X Axis Max :jg.00 Y Az Min |1 ¥ Axis Max 1100
Dilution Analysis: IAutomatic Dilution j
Gorrection Standard | Calibrator [Dilution R [Ren [Stable Time |
O 341 2 0 Add
O SHP 211 2 0
[} SHP 141 2 0 Edit/View
O SHP 1/2 2 0
0 sHP 174 2 o bekte |
Save Close

Figure 8-35: Assay parameter settings dialog box (calculation method tab)

Raw Data
Unit System

Units

Digits

Integral Part

Decimal Part

Select the units for using raw data as parameters, from Clot
Time, change in light absorbance quantity, activity%,
concentration, ratio and INR value.

Select the units for using raw data as parameters, from -,
sec, dOD, %, mg/dL, g/L, U/mL, pg/mL, ng/mL, pg/L,
mg/L, IU/mL and FEU.

When raw data is displayed, the number of integer digits
can be set in the range 1 — 5.

When raw data is displayed, the number of decimal place
digits can be set in the range 0 — 4.
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A Caution!

* When using CA-1000, CA-1500 or PC-DPS(C) as Format, contact your local
representative. If the host computer processes the following actions, the
receivable number of digits may become less than those of analysis results,
causing incorrect analysis results to appear on the host computer display.
¢ Ignores one high-order digit of the transmission data to receive only four low-

order digits for Clot Time, dOD, activity% and concentration.
* Ignores two high-order digits of the transmission data to receive only three
low-order digits for ratio and INR value.

Calib. Curve
Unit System Select the units for parameters calculated from calibration
curves, from Clot Time, change in light absorbance
quantity, activity%, concentration, ratio and INR value.
Units Select the units for parameters calculated from calibration
curves, from -, sec, dOD, OD, abs, mAbs, %, mg/dL, g/L,
U/mL, pg/mL, ng/mL, pg/L, mg/L, IlU/mL and FEU.
Digits
Integral Part When parameters calculated from calibration curves are
displayed, the number of integer digits can be set in the
range 1 —5.
Decimal Part When parameters calculated from calibration curves are

displayed, the number of decimal place digits can be set in
the range 0 — 4.

A Caution!

e When using CA-1000, CA-1500 or PC-DPS(C) as Format, contact your local
representative. If the host computer processes the following actions, the
receivable number of digits may become less than those of analysis results,
causing incorrect analysis results to appear on the host computer display.

* |gnores one high-order digit of the transmission data to receive only four
low-order digits for Clot Time, dOD, activity% and concentration.
* Ignores two high-order digits of the transmission data to receive only three

low-order digits for ratio and INR value.

Input Value Select the input values for calibration curves from sec, dOD
and dH.

Calib. Curve Type  Select the calibration curve type, from Normal, Ratio,
INR(Normal) and INR(ISI Input).

Interpolation Method If the calibration curve is replaced by an approximation
formula, the interpolation method can be selected, between
none, linear and broken line. If the calibration curve type is
ratio/INR, interpolation is not used, so None should be
selected.
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Auto Origin
Generation

Axis
X Axis
Y Axis

Extrapolation
Extrapolate

Range
Min.

Max.

Graph Axis

X Axis Min.

X Axis Max.

Y Axis Min.

Y Axis Max.
Dilution Analysis
Dilution analysis

method list
Correction

Standard
Calibrator

Dilution R.

Rep.

Set whether or not to plot the calibration curve by
automatically adding the (0,0) point. Add a check mark to
automatically generate the origin point. Remove the check
mark to avoid generating the point.

Select the type of calibration curve X-axis, between real,
relative and reverse numbers.

Select the type of calibration curve Y-axis, between real,
relative and reverse numbers.

Set whether or not to use extrapolation of the calibration
curve. Add a check mark to allow extrapolation of the
calibration curve. At this stage, the extrapolation range must
be specified. Remove the check mark to avoid
extrapolation.

Set the lower limit for extrapolation (the ratio between the
minimum value of the setting point for the calibration curve
calculation result and the lower limit value for extrapolation).

Set the upper limit for extrapolation (the ratio between the
maximum value of the setting point for the calibration curve
calculation result and the upper limit value for extrapolation).

Set the minimum value for the X-axis display range of the
calibration curve graph.

Set the maximum value for the X-axis display range of the
calibration curve graph.

Set the minimum value for the Y-axis display range of the
calibration curve graph.

Set the maximum value for the Y-axis display range of the
calibration curve graph.

Choose the dilution method, from Automatic Dilution or
Manual Dilution.

Up to 12 dilution analyses can be performed.

Display the point to be used as the standard for 1 Point
Correction.

The calibrator name is displayed for the calibrator used in
dilution analysis for calibration curves.

The ratio of dilution for dilution analysis for calibration
curves is displayed.

The number of replications (1 — 5) for dilution analysis for
calibration curves is displayed.
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Stable Time

Add

Edit/View

Delete

Stable time is displayed. If the calibrator elapsed time
exceeds the set stable time, a confirmation dialog box is
displayed at the start of analysis.

A new dilution analysis is added to the bottom line of the
dilution analysis method list. The dilution settings dialog box
will appear. For the addition method, see “Chapter 8: 8.8: 1.:
Dilution analysis method settings”.

The dilution settings dialog box is displayed to edit the
dilution analyses for the calibrator selected in the dilution
analysis method list. For the editing method, see “Chapter
8: 8.8: 1.: Dilution analysis method settings”.

The dilution analysis for the calibrator selected in the
dilution analysis method list is deleted.

1. Select the calculation method, from Raw Data and Calib. Curve.

2. Set the parameters for the selected calculation method.

% Note:

The Correction standard cannot be set when you are logged-on with user right.
If you want to it, contact your service representative.
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Dilution analysis method settings
The dilution analysis method for calibration curves can be set.

1. Select Calib. Curve from the Calculation Method tab and press Add in the
Dilution Analysis Method setting. Press Edit/View to edit the registered dilution
analysis method.

The dilution settings dialog box will appear.

Dilution Setup

I Correction standard

Calibrator Iﬁ
Dilution Ratie: [1/1 =]
Replizations: I_ 'I
Stable Time: 0

Save | Cancel |

Figure 8-36: Dilution settings dialog box

Correction standard Display whether or not to use the point as the standard
for 1 Point Correction.

Calibrator The list of calibrators registered in the reagent master is
displayed. Select the calibrator to use in the calibration
curve dilution analysis.

Dilution Ratio Either None or the list of dilution ratios set under the
test protocol is displayed. Select the ratio of dilution at
the time of dilution analysis for calibration curves.

Replications Select the number of replications at the time of dilution
analysis for calibration curves. Select in the range 1 -5
times.

Stable Time [h] Input the stable time. If the calibrator elapsed time

exceeds the set stable time, a confirmation dialog box is
displayed at the start of analysis.

2. Press Save after setting each parameter.
Save the settings of the calibration curve dilution settings dialog box and close the
dialog box.
Press Cancel to cancel settings and close the calibration curve dilution settings
dialog box.
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Data check settings

Assay parameter data checking settings can be made from the data check tab.

Assay Parameter Setup

WV Aalid

¥ Report Limit Check

Upper Limit: 20 %

™ MDA Slope Ratio Check

Upper Limit
Lowier Lirmit:

Assay Parameter: |PT sec Display Mame: |PT sec Managemant 1D: 11022

Calculation Method Data Check 1 Evaluation Pr’esetl

Upper Limit: 00 [sec] Upper Limit 00 [sec]
Lower Limit 00 [sec] Lower Limit 00 [sec]

W Replication Difference Limit Check

Updated on: [2009/00/17 Assay Parameter Host ID: [1

W Mark Limit Check

Save Cloge ‘

Figure 8-37: Assay parameter settings dialog box (data check tab)

Report Limit Check

Upper Limit

Lower Limit

Set whether or not to perform report limit judgment
(monitoring of the analysis limits of the instrument). Add a
check mark to perform the judgment. At this stage, the
upper and lower limits must be specified. Remove the check
mark to avoid performing the judgment.

The report limit judgment upper limit value is displayed. The
value can be input directly. If this value is exceeded, it
triggers a report limit error and a “>” flag is added to the
analysis results.

The report limit judgment lower limit value is displayed. The
value can be input directly. If this value falls short of this
limit, it triggers a report limit error and a “<” flag is added to
the analysis results.
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Mark Limit Check Set whether or not to perform error limit value judgment.
Add a check mark to perform the judgment. At this stage,
the upper and lower limit of error judgment must be
specified. Remove the check mark to avoid performing the
judgment.

Upper Limit The upper limit value for error limit value judgment is
displayed. The value can be input directly. If this value is
exceeded, it triggers an error judgment limit value error and
a “+” flag is added to the analysis results.

Lower Limit The lower limit value for error limit value judgment is
displayed. The value can be input directly. If the result is
below this value, it triggers an error judgment limit value
error and a “” flag is added to the analysis results.

Replication Difference Set whether or not to perform replicate analysis divergence

Limit Check judgment. Add a check mark to perform the judgment. At
this stage, the allowable divergence must be specified for
the replicate analysis divergence. Remove the check mark
to avoid performing the judgment.

Upper Limit The allowable divergence for replicate analysis divergence
judgment is displayed. The value can be input directly. If the
allowable value is exceeded, it triggers a replicate analysis
divergence judgment error and a “*” flag is added to the
analysis result mean value.

MDA Slope Ratio For parameters for which the calculation method is

Check calibration curve, set whether or not to use MDA slope ratio
judgment. Add a check mark to perform the analysis. At this
stage, the upper and lower limit of MDA slope ratio must be
specified. Remove the check mark to avoid doing so.

Upper Limit The upper limit value for the MDA slope ratio judgment is
displayed. The value can be input directly. If this value is
exceeded, it triggers an MDA slope ratio error, and a “*” flag
is added to the final result of the analysis results.

Lower Limit The lower limit value for the MDA slope ratio judgment is
displayed. The value can be input directly. If this value is not
reached, it triggers an MDA slope ratio error, and a “*” flag is
added to the final result of the analysis results.

1. Set the parameters.

% Note:

A report limit flag takes priority over an error limit judgment value flag.
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Evaluation preset settings
Detailed parameter settings can be made on the Evaluation Preset tab.
The items that are displayed in part C of the screen will vary according to the
evaluation algorithm that is selected.

A Caution!

It may not be possible to obtain correct analysis results if the evaluation preset
settings are changed.

The operator is personally responsible for any such changes.

Furthermore, the warranty for this product only covers use of the factory default
settings of assay groups with the management ID of 0 to 19999.

% Note:

For details on evaluation presets, contact your local technical representative.

Assay Parameter Setup E‘
Assay Parameter: |PT sec Display Name: |PT sec Wanagement [D: 11022
M %alid Updated on: [2009,/09/17 Assay Parameter Host ID: |1
Calculation Msthod | Data Gheck [Evaluation Freset |
Evaluation Algorithm |Percent analysis ~ Detection Principle ‘Clotting Method j |—— A
arget Smoothing
Wave: [660nm - " Reference Correction
Type: [Trarsmitted v M Median ‘ Preceding Point | 2= Following Point | 23] ‘ L B
Gain: [Low = ® Moving Average ‘ Preceding Foint | 4= Following Point | 0] ‘
Correction - - -
Evaluation Parameter 1 Evaluation Check Par‘ameter} Evaluation Check Paramster? I
¥ User
Masking Time[sec]: 5.03:
A (Slope)  BlOffset)
Coag Detection % 50;'3
100+ 000
Coag Start Level 5033

¥ Wavelength Switch

Sub Wave: [300nm <

Stepping Curve Check

¢ Do Mot Check. 1L C
© Method 1 GCheck Timel[sec]| 2005 Gheck Time2[sec] | 20002

dHrate| 113 dHdiff [ 120
& Method 2

Intensity Ratio | 120

Caoagulation End Check

& Method 1 X Aods [sec] 543 Y fods [Level] 242
 Method 2 Limit Ratic El
© Method 3 Integral Area 3 Width[sec] El

Save Close ‘

Figure 8-38: Assay Parameter Setup dialog box (Evaluation Preset tab)
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A Header setting area for evaluation presets
Makes settings in the header area for evaluation presets.

Evaluation Algorithm  Select an evaluation algorithm from among Percent
analysis, Rate analysis and VLin analysis.

Detection Principle Select a detection principle from among Clotting
Method, Chromogenic Method and Immunoassay
Method.

B Shared parameter settings area
Makes settings of parameters that are shared for all evaluation algorithms.

Target
Wave Select a wavelength from among 405nm, 575nm and
660nm.
Type Transmitted is displayed.
Gain Select a gain from between High and Low.
Smoothing

Reference Correction Sets whether or not to remove oscillation from the light
source using Reference filtering. Add a check mark to
remove it. Remove the check when not removing it.

Median Sets whether or not to remove sudden noise elements
using Median filtering. Add a check mark to remove it. In
that case, the following items must be specified.
Remove the check when not removing it.

In Median filtering, all the data in the range specified
between the Preceding Point and the Following Point
is sorted and the median value is used as data after
filtering.

Preceding Point  Specify the number of data points (prior to a given point)
to include when calculating median values. The setting
range is 1 — 10.

Following Point  Specify the number of data points (following a given
point) to include when calculating median values. The
setting range is 1 — 10.

Moving Average Sets whether or not to remove regularly occurring noise
elements using Moving averaging filtering. Add a check
mark to remove them. In that case, the following items
must be specified. Remove the check when not
removing them.

In Moving average filtering, the average of data in the
range specified between the Preceding Point and the
Following Point is used as data after filtering of a given
point.

Preceding Point  Specify the number of data points (prior to a given point)
to include when calculating moving average values. The
setting range is 1 — 10.
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Following Point  Specify the number of data points (following a given
point) to include when calculating moving average
values. The setting range is 1 — 10.

Correction The measurement results (coagulation time (sec.) and
change in light absorbance (dOD)) can be corrected.
Corrected values are calculated with the following
formula.
Corrected value = (A x measured results) + B

User Sets whether or not to perform User correction. Add a
check mark to perform the correction. In that case, the
following items must be specified. Remove the check
mark when not performing the correction.

A (Slope) Sets the slope. The setting range is 0.00 —10.00.

B (Offset) Sets the offset. The setting range is -10.00 — 10.00
(Percent analysis) or -10.0000 — 10.0000 (Rate
analysis/VLin analysis.)

C Individual parameter setting area
Sets individual parameters, which vary with the selected evaluation algorithm.

® When using Percent analysis

@ Evaluation parameter settings
Various parameters and the method for calculating coagulation time can be set
on the Evaluation Parameter tab.

Evaluation Parameter ]Evaluation Check Parameter | Evaluation Gheck Parameter2 |

Wasking Timelsec]: ’T:l

Coag Detection % ’T:l

Coag Start Level: ’m
MV Wavelength Switch

Sub Wawve: |200nm v

Stepping Curve Check
™ Do Not Check

C Method 1 Check Timal[secl| 800=] Gheck Time2[sec] [ 2000=]
dH.rate| 112 dH.diff [ 120
# Method 2 Irtensity Ratio 120

Coagulation End Check

& Method 1 X Aods [sec] 6.4~ Y Axis [Level] 24=]
" Method 2 Limit Ratio EI
© Method 3 Integral Area El iidthlsec] El

Figure 8-39: Evaluation Parameter tab (Percent analysis)
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MaskingTime [sec] Sets the masking time. The setting range is 0 — 100.0.

Coag. Detection % Sets the percentage value used for detecting the
coagulation time. The setting range is 0 — 100.

Coag. Start Level Sets the threshold for the reaction intensity at the
start of coagulation reaction. The setting range is 0 —
4095.

Wavelength Switch Sets whether or not to perform changing of

wavelengths. Add a check mark to perform this. In
that case, the following items must be specified.
Remove the check mark when not performing it.

Sub Wave Select a sub-wavelength from among 340nm,
405nm, 575nm, 660nm and 800nm.

Stepping Curve Check Select one of the following: Do Not check, Method 1

or Method 2.
Do Not check Does not check for two-stage reaction.
Method 1 Judged as an error when the following conditions are

fulfilled at the same time.

¢ [f the difference (delta-dH) between the reaction
intensity (delta), obtained from Check Time1 and
Check Time2 respectively, and the reaction
intensity (dH) at the coagulation endpoint is
greater than dH_diff.

¢ [f the reaction intensity rates (delta/dH) of these
are greater than dH_rate.

The check is conducted only if the coagulation
endpoint has already been detected at either the
Check Time1 or Check Time2.

Check Time1 [sec] Sets the first check time. The setting range is 0.1 —
3600.0.

Check Time2 [sec] Sets the second check time. The setting range is 0.1
—3600.0.

dH_rate Sets the threshold value of the rate. The setting range
is 0.1 —10.0.

dH_diff Sets the threshold value of the difference. The setting
range is 1 — 1000.

Method 2 Judged as an error when the following conditions are
fulfilled.

* The ratio (Ave_delta/dH) of the reaction intensity
(dH) at the coagulation endpoint to the difference
(Ave_delta) between averaged transmitted light
after a coagulation end time (Ave) and a baseline
exceeds Intensity Ratio.

Intensity Ratio Sets the threshold value of the ratio. The setting
range is 0.01 — 10.00.
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Coagulation End Check Select one of the following: Method 1, Method 2 and

Method 1

X Axis [sec]

Y Axis [Level]

Method 2

Limit Ratio

Method 3

Integral Area

Width [sec]

Method 3.

If the changes in the amount of transmitted light from
the judgment point until it crosses the X-axis [sec] is
within the Y-axis [Level] level, then the judgment
point is made the coagulation reaction stop point.

Sets the time range of time for reaction stop
judgment. The setting range is 0.0 — 3600.0.

Sets the upper limit for the level in changes of the
amount of transmitted light. The setting range is 1 —
100.

If the ratio (Slope2/Slope1) of the slope (Slope1) in
the segment from the coagulation start point to the
judgment point and the slope (Slope2) after the
judgment point (same width in terms of time as from
the coagulation reaction start point to the judgment
point) is smaller than the Limit Ratio, then the
judgment point is made the coagulation reaction end
point.

Sets the threshold value of the change rate. The
setting range is 0.01 — 1.00.

In the area bounded by the baseline and the reaction
curve, areas (S1 and S2), set by Width [sec] before
and after the judgment point, are calculated.

If the ratio (S2/S1) of the areas before and after is
smaller than the Integral Area, then the judgment
point is made the coagulation reaction stop point.

Sets the threshold value of the area ratio. The setting
range is 1.00 — 2.00.

Sets the width of the segment for calculating the
area. The setting range is 1.0 — 3600.0.
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@ Evaluation check parameter settings
Settings for error check judgment values can be made on the Evaluation Check

Parameter tab.

Evaluation Parameter (Evaluation Check Parameteri| Evaluation Check Parameter? |

Mo Coagulation[Level]: 5033 Slight Coagulation[Levell: 6032
Min.Repor‘tTime[sec]: ?.033 JumpUp[%]: 103:
AD Low LimitlLevell:| 50 AD High Limit[Levell:| 4000-=]
¥ Noise | SD_width:| 1] diff.thresh: | 10=] |
¥ Terrace CheckStartP[%]: 2OE|3 CheckEndP[%]: ?Ozli
Ratio: O.1OE|3

Early Reaction Check
Slow Reaction Check

& Mone

C Method 1 Wil th[%]: —] MaxTimelsec]: —]

€ Method 2 Ratio: —

I~ Drift 1st Check Point[%]: EI 2nd Check Point[%]: EI
Width[%]: —] Lirmit Ratio: —]

™ Start Angle 15t Check Timelsec]: El 2nd Check Time[sec]: El

DeltalLevall: El dH Limit[Level]: El

I Early % Check Point[%]:| = Limit[sec] | =

Figure 8-40: Evaluation Check Parameter tab (Percent analysis)

No Coagulation [Level] Sets the threshold value for the No Coagulation

Slight Coagulation

[Level]

Min. Report Time [sec]

JumpUp [%]

AD Low Limit [Level]

check. If the reaction intensity (dH) fails to reach the
threshold value, it is judged an error. The setting
range is 0 — 4095.

Sets the threshold value for the Slight Coagulation
check. If the reaction intensity (dH) fails to reach the
threshold value, it is judged an error. The setting
range is 0 — 4095.

Sets the threshold value for the RangeOver check. If
the measurement result (coagulation time) fails to
reach the threshold value, it is judged an error. The
setting range is 0.0 — 3600.0.

Sets the threshold value for the Jump Up check. If the
change in coagulation percentage in one given time
is equal to or greater than the threshold value, it is
judged an error. The setting range is 1 — 100.

Sets the threshold value for the Turbidity Level Over
check. If the amount of transmitted light detected is
equal to or less than the threshold value after the
masking time, it is judged an error. The setting range
is 0 — 4095.
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AD High Limit [Level]

Noise

SD_width

diff_thresh

Terrace

CheckStartP [%]

CheckEndP [%]

Ratio

Early Reaction Check
Slow Reaction Check
None
Method 1

Width [%]

Sets the threshold value for the Trans Light High
check. If the amount of transmitted light detected is
equal to or greater than the threshold value after the
masking time, it is judged an error. The setting range
is 0 —4095.

Sets whether or not to perform a Noise check. Add a
check mark to perform this. In that case, the following
items must be specified. Remove the check mark
when not performing it.

It is judged an error if the difference (diff) between the
value (Ave1-nSD1) which is the average (Ave1) of the
amount of transmitted light from the masking time to
0% detected time minus the SD_width times the
standard deviation (SD1), and the value (Ave2 +
nSD2) which is the average (Ave2) of the amount of
transmitted light after the coagulation end time plus
the SD_width times the standard deviation (SD2) is
less than diff_thresh.

Sets the SD width to check. The setting range is 1 —
100.

Sets the threshold value for judging the difference.
The setting range is -4095 — 4095.

Sets whether or not to perform a Terrace check. Add
a check mark to perform this. In that case, the
following items must be specified. Remove the check
mark when not performing it.

It is judged an error if, in a segment from the
CheckStartP to CheckEndP, the ratio (Time/All
Time) between the time (Time) required for the
coagulation percent to rise 1% and the time (All
Time) between coagulation 1% to 100% is equal to or
greater than the Ratio.

Sets the percent of coagulation to start the check.
The setting range is 1 — 100.

Sets the percent of coagulation to end the check. The
setting range is 1 — 100.

Sets the threshold value for judging the time ratio.
The setting range is 0.00 — 1.00.

Selects None, Method 1 or Method 2.
Does not perform Slow Reaction Check.

It is judged an error if the reaction time (Time2 -
Time1) in the Width segment centered on the
coagulation detection % is equal to or greater than
the MaxTime.

Sets the check width. The setting range is 1 — 100.
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MaxTime [sec]

Method 2

Ratio

Drift

1st Check Point
[%]

Sets the threshold value to be judged. The setting
range is 0.0 — 3600.0.

It is judged an error if error judgment conditions in
Method 1 are fulfilled and if the reaction time ratio is
lower than the Ratio value before the time required
for coagulation.

Sets the threshold value for judging the reaction time
ratio. The setting range is 1.00 - 100.00.

Sets whether or not to perform a Drift check. Add a
check mark to perform this. In that case, the following
items must be specified. Remove the check mark
when not performing it.

It is judged an error if the ratio (dT1/dT2) of the
reaction times (dT1 and dT2) in the Width segments
centered on each of the initial 2 points (1st Check
Point and 2nd Check Point) in the coagulation
reaction is less than the Limit Ratio/100.

Sets the coagulation % of the 1st checkpoint. The
setting range is 1 — 100.

2nd Check Point Sets the coagulation % of the 2nd checkpoint. The

[%]
Width [%]
Limit Ratio

Start Angle

1st Check Time
[sec]

setting range is 1 — 100.
Sets the check width. The setting range is 1 — 100.

Sets the threshold value to be judged. The setting
range is 0.0 — 1000.0.

Sets whether or not to perform a Start Angle check.
Add a check mark to perform this. In that case, the
following items must be specified. Remove the check
mark when not performing it.

It is judged an error if the difference in the reaction
intensities (dH1 and dH2) in the initial coagulation
reaction (1st Check Time and 2nd Check Time) is
equal to or greater than Delta. If a reaction intensity
(dH) of measured results is equal to or less than the
dH Limit, then it is judged a StartAngle1 error, if
greater than the dH Limit, then it is a StartAngle2
error.

Sets the first check time. The setting range is 0.0 —
3600.0.

2nd Check Time Sets the second check time. The setting range is 0.0

[sec]
Delta [Level]

—3600.0.

Sets the threshold value for judging the difference.
The setting range is 0 — 4095.

dH Limit [Level] Sets the threshold value for judging the reaction

intensity. The setting range is 0 — 4095.
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Early %

Check Point [%]

Limit [sec]

Sets whether or not to perform an Early % check.
Add a check mark to perform this. In that case, the
following items must be specified. Remove the check
mark when not performing it.

It is judged an error if the time (Time) in the Check
Point is less than the Limit.

Sets the coagulation % of the checkpoint. The setting
range is 1 — 100.

Sets the threshold value to be judged. The setting
range is 0.0 — 3600.0.

@ Evaluation check parameter2 settings
Settings for error check judgment values can be made on the Evaluation Check

Parameter?2 tab.

Evaluation Parameter’] Evalu

Start Profile Check

ation Check Parameter Evaluation Check Parameter? ]

v Start Profile

1st Timelsecl:[ 302 ond Timelsecl:[ 5.0

Limit Ratior| 040=

Flat Curve Chack
v

Limit Slope: | 11.0= Widthlsecl: [ 203 ‘

Figure 8-41: Evaluation Check Parameter2 tab (Percent analysis)

Start Profile Check
Start Profile

1st Time[sec]

2nd Time[sec]

Limit Ratio

Sets whether or not to perform a Start Profile check.
Add a check mark when performing it. When doing
s0, the following items must be specified. Remove the
check mark when not performing it.

Assumes that the decreased amount of transmitted
light in the initial coagulation reaction (1st Time and
2nd Time) is Delta and reaction intensity is dH. It is
judged an error if Delta/dH is equal to or greater than
Limit Ratio.

Sets the first check time. The setting range is 1.8 -
3600.0.

Sets the second check time. The setting range is 1.8 -
3600.0.

Sets the threshold value to be judged. The setting
range is 0.00 - 1.00.
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Flat Curve Check
Flat Curve Sets whether or not to perform a Flat Curve check.

Add a check mark to perform it. When doing so, the
following items must be specified.
Remove the check mark when not performing it.

Limit Slope Sets the threshold value to be judged for Flat Curve
check. The setting range is 0.0 - 999.9.

Width[sec] Sets the width of a segment to calculate the slope of

transmitted light intensity centered upon the
coagulation point. The setting range is 2.0 - 6.0.

® When using Rate analysis

@ Evaluation parameter settings
Parameters for finding the dOD can be set on the Evaluation Parameter tab.

Evaluation Parameter | Evaluation Check Parameter]

StartTimelsec]: 1 5.033
EndTimelsec]: S0.0EIi

Figure 8-42: Evaluation Parameter Tab (Rate analysis)

StartTime [sec] Sets the start time. The setting range is 0.0 — 3600.0.
EndTime [sec] Sets the end time. The setting range is 0.0 — 3600.0.
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@ Evaluation check parameter settings
Settings for error check judgment values can be made on the Evaluation Check

Parameter tab.

Low Light Limit:

Evaluation Parameter Evaluation Check Parameter |

High Light Limit: I 40003

Reaction Curve ———————————————

Slope: Im
slope_thresh.: I 0001 033

0=

vV AntigenCheck

CutOff:

EndTime2[sec]:

StartTimel [sec]: I 12.032
EndTime1[sec]: | 300

Rate:
Offset:

StartTime2[sec]:

fildd

0.0100=

1.7000=

0.0230=
0

260.0=

Figure 8-43: Evaluation Check Parameter tab (Rate analysis)

High Light Limit

Low Light Limit

Reaction Curve

Slope

slope_thresh

Sets the threshold value for the Trans Light High
check. It is judged an error if in the interval between
the StartTime and the EndTime the amount of
transmitted light detected exceeds the threshold. The
setting range is 0 — 4095.

Sets the threshold value for the Trans Light low
check. It is judged an error if in the interval between
the StartTime and the EndTime the amount of
transmitted light detected goes below the threshold.
The setting range is 0 — 4095.

It is judged an error if the change in light absorbance
during the period from the StartTime to the EndTime
is equal to or greater than the slope_thresh as well
as if the change in direction (whether increasing or
decreasing) is different from the slope.

Select a change (slope) in light absorbance from
between Increase and Decrease.

Sets the threshold for the change in light absorbance.
The setting range is 0.0000 — 10.0000.
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AntigenCheck

StartTime1 [sec]

EndTime1 [sec]

CutOff

Rate

Offset

StartTime2 [sec]

EndTime2 [sec]

Sets whether or not to perform an Antigen Excess
check. Add a check mark to perform this. In that case,
the following items must be specified. Remove the
check mark when not performing it.

If the antigen (or antibody) concentration is extremely
high in an antigen antibody reaction, the reaction may
be suppressed. In such a case, in conjunction with
the increase in antigen concentration, there is a
decrease in the change in light absorbance, and the
measured results may be lower than the actual
antigen concentration. This check detects this kind of
antigen excess. It is judged an error if the following
conditions line up.

* When SlopeB is equal/greater than the CutOff
SlopeA > (Rate x SlopeB + Offset)

¢ When SlopeB does not reach the CutOff
SlopeA > (Rate x CutOff + Offset)

SlopeA: Amount of change in light absorbance
in unstable area

SlopeB: Amount of change in light absorbance
in linear range

Sets the start time for the unstable range. The setting
range is 0.0 — 3600.0.

Sets the end time for the unstable range. The setting
range is 0.0 — 3600.0.

Sets the CutOff threshold for antigen excess. The
setting range is 0.0000 — 9.9999.

Sets the Rate for antigen excess. The setting range is
-9.9999 — 9.9999.

Sets the Offset threshold for antigen excess. The
setting range is -9.9999 — 9.9999.

Sets the start time for the linear range. The setting
range is 0.0 — 3600.0.

Sets the end time for the linear range. The setting
range is 0.0 — 3600.0.
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® When using VLin analysis

@ Evaluation parameter settings
Parameters for finding the dOD can be set on the Evaluation Parameter tab.

Evaluation Parametar l Evaluation Check Parameter |

StartTimelsec]: S.OEIi

PaolynomialDimension: Szli
EndTime[sec] 180'03: Integralfreataucy: | 0.01 20003:

Win RegressionTime[sec]: 15z

¥ ‘ariahleStartTime

PreevalSearchitidthlsec]: l—ﬁ[]:l
UpperEvaloffestlsec]: |—60:|
UpperPreevalRate[dO D/ minl: ,WOO:I
LowerPreevalRate[dOD/ minl: ,W

hinimum SearchWindowlsec]: 2.033

Figure 8-44: Evaluation Parameter tab (VLin analysis)

StartTime [sec]
EndTime [sec]

PolynomialDimension
IntegralArea(auc)

Min. RegressionTime
[sec]

VariableStartTime

PreevalSearchWidth
[sec]

UpperEvalOffset
[sec]

Sets the start time. The setting range is 0.0 — 3600.0.
Sets the end time. The setting range is 0.0 — 3600.0.

Sets the next number in the polynomial dimension.
The setting range is 2 — 9.

Sets the error threshold when finding the linear
range. The setting range is -9.999999 — 9.999999.

Sets the minimum interval of time for finding the
maximum reaction speed. The setting range is 0.0 —
3600.0.

Sets whether or not to perform the calculation of
variable start time. Add a check mark to perform this.
In that case, the following items must be specified.
Remove the check mark when not performing it.
Variable start times are calculated under the following
parameters, and the start times of polynomial
dimension are retarded.

Sets the Pre-evaluation search width. The setting
range is 0.0 — 3600.0.

Sets the upper limit for variable start times. The
setting range is 0.0 — 3600.0.
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UpperPreevalRate
[dOD/min]

LowerPreevalRate
[dOD/min]

Minimum

Sets the upper limit for the slope. The setting range is
-9.999999 — 9.999999.

Sets the lower limit of the slope. The setting range is
-9.999999 — 9.999999.

Sets the time range for finding the minimum reaction

SearchWindow [sec] speed. The setting range is 0.0 — 3600.0.

@ Evaluation check parameter settings
The judgment values for error checks can be set on the Evaluation Check

Parameter tab.

Evalustion Parameter i Evaluation Check Par“ameteré]

ReactionC urve

W AntizgenChack

High Light Limit: 2500
Low Light Limit: [ 50~

Slope: ’m
Slope_thresh: 0.0 032

StartTimel [secl:
EndTime1 [sec]:
CutOff:

Rate:

Offsat:

StartTime2 [secl:

EndTime2[sec]:

REEEEER

3.0

1.0
0.0270<
3.0000=
0.0670=

F00

18002

Figure 8-45: Evaluation Check Parameter tab (VLin analysis)

High Light Limit

Low Light Limit

Sets the threshold value for the Trans Light High
check. It is judged an error if in the interval between
the StartTime and the EndTime the amount of
transmitted light detected exceeds the threshold. The
setting range is 0 — 4095.

Sets the threshold value for the Trans Light low
check. It is judged an error if in the interval between
the StartTime and the EndTime the amount of
transmitted light detected goes below the threshold.
The setting range is 0 — 4095.

Sysmex CS-2000:/CS-2100: Software Guide 8-77



CHAPTER 8 System Setup

Reaction Curve

Slope

slope_thresh

AntigenCheck

StartTime1 [sec]

EndTime1l [sec]

CutOff

Rate

Offset

StartTime2 [sec]

EndTime2 [sec]

It is judged an error if the change in light absorbance
during the period from the StartTime to the EndTime
is equal to or greater than the slope_thresh as well
as if the change in direction (whether increasing or
decreasing) is different from the slope.

Select a change (slope) in light absorbance from
between Increase and Decrease.

Sets the threshold for the change in light absorbance.
The setting range is 0.0000 — 10.0000.

Sets whether or not to perform an Antigen Excess
check. Add a check mark to perform this. In that case,
the following items must be specified. Remove the
check mark when not performing it.

If the antigen (or antibody) concentration is extremely
high in an antigen antibody reaction, the reaction may
be suppressed. In such a case, in conjunction with
the increase in antigen concentration, there is a
decrease in the change in light absorbance, and the
measured results may be lower than the actual
antigen concentration. This check detects this kind of
antigen excess. It is judged an error if the following
conditions line up.

¢ When SlopeB is equal/greater than the CutOff
SlopeA > (Rate x SlopeB + Offset)

* When SlopeB does not reach the CutOff
SlopeA > (Rate x CutOff + Offset)

SlopeA: Amount of change in light absorbance
in unstable area

SlopeB: Amount of change in light absorbance
in linear range

Sets the start time for the unstable range. The setting
range is 0.0 — 3600.0.

Sets the end time for the unstable range. The setting
range is 0.0 — 3600.0.

Sets the CutOff threshold for antigen excess. The
setting range is 0.0000 — 9.9999.

Sets the Rate for antigen excess. The setting range is
-9.9999 — 9.9999.

Sets the Offset threshold for antigen excess. The
setting range is -9.9999 — 9.9999.

Sets the start time for the linear range. The setting
range is 0.0 — 3600.0.

Sets the end time for the linear range. The setting
range is 0.0 — 3600.0.
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2. Assay parameter deletion

1. Select the assay parameter to delete, from the list of assay parameters in the
basic settings tab.

2. Press Delete.
The delete confirmation dialog box appears.

3. Press OK.
The selected assay parameter is deleted.
Press Cancel to avoid deleting the selection.

8.9 Reflex settings

The reflex settings tab of the assay group setting dialog can be used to make reflex
test settings for the assay group selected in the assay group list.

The reflex test is a function that automatically performs analysis of another parameter,
according to the result or error found by the first analysis. The reflex test is not
performed if the parameter that it would automatically analyze was analyzed in the
first analysis. This setting sets the conditions under which a reflex test analysis would
be performed on one of the parameters of the assay group being set. Up to 10
conditions can be set.

There is an order of priority for reflex judgments, and the reflex judgment formula list
displays them in order of priority, with the highest at the top.

EB| Assay Group Setup

® Basic |Re-analyeis Reflex |0C | Test Protocol|
PT THS cal
PT THS extended — m Tt
o Priority | Comment [ Reflex Condition [ Dil. Ratio | RefleX
PTINN cal .
PT INN extended N ]Udgment
APTT Actin & Add f |
APTT Actin extended
APTT FS onn | _Delete | 0 rmula
APTT FS extended list
APTT FSL
APTT FSL exterdled
APTT PSL Reflex Test Detailed Settings
APTT PSL extended Rty _Update |
Fibrinogen Dade Thrombin
TT Test Thrombin L Gomment: |
T Thromboslotin
Batroxoin Time Expression: | _Eir |
Factor Il THS Dilution Ratio: [1/1 =]
Factor Il INN
Factor V THS
Factor VINN
Factor VIl THS
Factor VI INN
Factor X THS
Factor X INN
Factor VIl Actin
Factor VIl Actin FS
Factor VI Actin FSL
Factor VI PSL
Factor [X Actin
Factor X Actin FS
Factor DX Actin FSL
Factor X PSL
Factor XI Actin v
Cony
—= 1)
Dekre Export ‘ Add ‘ Load ‘ Print ‘ Save | Close
Down
Measurement
Sequence

Figure 8-46: Assay group settings dialog box (reflex test settings tab)

mode.

% Note:

Reflex tests will not be executed, if the sample is analyzed in the micro-sample
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Reflex judgment formula list

The list of judgment formulae for performing a reflex test displays the formulae in
order of priority. Up to eight lines can be displayed and a scroll bar is displayed if there
are more than eight lines.

Priority The priority order is displayed.

Comment Comments on the reflex test are displayed.

Reflex Condition The judgment formula list for reflex tests will appear.

Dilu. Ratio The dilution ratio for reflex tests is displayed.

Up Move the selected assay group in the reflex judgment
formula list to one line higher, raising its priority.

Down Move the selected assay group in the reflex judgment
formula list to one line lower, lowering its priority.

Add The reflex judgment formula input dialog box will appear.

Delete The setting for the line selected in the reflex judgment

formula list is deleted.
Reflex Test Detailed Settings

Priority The priority order selected in the reflex judgment formula list
is displayed.

Comment Comments on the reflex judgment formulae are displayed. If
no comments have been registered, the display is left blank.

Expression The judgment formula selected in the reflex judgment
formula list is displayed.

Edit The reflex judgment formula input dialog box is displayed to
edit the judgment formula selected in the reflex judgment
formula list.

Dilution Ratio The dilution ratio list set in the test protocol is displayed. The

dilution ratio for reflex analysis can be selected.

1. Adding/editing a reflex test condition

1. To edit a reflex test condition which has already been registered, select the
condition to edit from the reflex judgment formula list. Press Add to register a new
formula.

2. Set the parameters.
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Press Edit to edit the judgment formula for the reflex test.
The reflex judgment formula input dialog box will appear.

Reflex Condition Entry. ‘g‘
Expression: | All Clear Delete
[ Azsay Paramater 7
FT sec] Al —I 5=
[APTT sec]
Fhg sec] B R 7 g 9
1 sec)
W sec] R =
VT sec]
sec] 4 5 8
VI sec] ¥
X sec] = E"il ;I
Errer ! E 3
Slight Coagulation] -
[Analysis Time Ower]
nitial fluctuation drop) ) 0
Goagulation Gurve Error : Sharp Drop] B =
Coagulation Curve Errar : Dinl
Coagulatinn Curve Ermor : Jump Up)
Cosgulation Gune Error : Stepping Gurnse] AND
Coagulation Gurve Error : Fhg Curve Error]
Coagulation Gurve Error : Terrace] > Eritry oR

Save Cancel

Figure 8-47: Reflex Judgment Formula Input dialog box

Expression
All Clear
Delete

Assay Parameter

List of assay
parameters

Entry
Error
List of errors
Entry
/; *s =+ (! ); AND; OR
keys

>=, <=, >, <, = keys

Numeric keys

The input judgment formula is displayed.
Delete the judgment formula.

Delete one parameter to the left of the cursor in the
judgment formulae.

A list is displayed of the assay parameters available for
use in the judgment formula.

Inserts the assay parameter selected in the assay
parameters list into the judgment formula at the cursor
position.

A list is displayed of the errors available for use in the
judgment formula.

Inserts the error selected in the error list into the
judgment formula at the cursor position.

Select the operators to use in the judgment formula.

Select the equal signs etc. to use in the judgment
formula.

Select the numbers to use in the judgment formula.
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4. Enter the judgment formula, using the lists and buttons and press OK.
The input judgment formula is reflected and the reflex judgment formula input
dialog box closes.
Press Cancel to cancel the input judgment formula and close the reflex judgment
formula input dialog box.

5. To continue making settings on another tab, press the relevant tab. Press Save to
register changes.

8.10 Repeat analysis settings

The repeat analysis settings tab of the assay group settings dialog can be used to
make repeat analysis settings for the assay group selected in the assay group list.
For the assay group being set under the repeat analysis settings, set the conditions
for performing redilution analysis and repeat analysis automatically and the dilution
ratios for use with redilution analysis. A redilution analysis takes priority over a repeat
analysis.

Up to ten conditions for both redilution analysis and repeat analysis can be set.
Multiple set conditions are judged as OR, but as the dilution ratio is specified for
redilution analysis, multiple redilutions will never be performed at the same time.
Therefore, redilution analyses are prioritized and the conditions in the redilution
analysis conditions list are displayed in order of priority, with the highest at the top.

=)

@ heoay Group Sotun
Assay Group

PT THS

PT THS cal

d
S| Basic Reanalysis |Reflex|GC | Test Protocol|

PT THS extended F Perform, raiiition anahs)
PTINN Bromis | e barneer || Weeer Unie | Leer][Unfie || o T ([ENETTo|
PTINN cal Up
PT INN extended ! Fhe DT 45 gL [IES 1/2

Saers 2 Fbe DT T2 gL 08 o/l an
APTT Actin Dowin
APTT Actin extended
APTT FS
APTT FS extended [
APTT FSL —
APTT FSL exterded e ]
APTT PSL Delete

APTT PSL extended

Fib de Thrombin|

TT Test Thrombin B I Perform re-analysis

TT Thremboclotin

Batrosobin Time Priority | Assay Parameter | Upger [ Units | Lower | Units [ Error Type [ M Time]

Factor L THS 1 Fhg DT sec Mo Goagulation 100ssc

Factor IT INM

Factor ¥ THS

Factor W INN

Factor VIl THS Al
Factor VI INN "
Factor ¥ THS [k [
Factor 3 INN Delete

Factor VI Actin
Factor VI Actin F&
Factor VI Actin FEL
Factor VIl PSL
Factor X Actin
Factor IX Actin FS
Factor I3 Actin FSL
Factor I PSL
Factor XI Actin

v
Copy
)
Delete
Down
Measurement
Sequence

Figure 8-48: Assay group settings dialog box (repeat analysis settings tab)

Export | Add | Load ‘ Print ‘ Save ‘ Close
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% Note:

Redilution analysis and Re-analysis will not be executed, if the sample is analyzed
in the micro-sample mode.

Therefore, results of samples measured in the micro-sample mode may only be
released if the results are within the concentration range of the calibration curve.
Sample results outside the concentration range of the calibration curve are
extrapolated, and therefore, have a greater potential to be inaccurate.

Perform redilution analysis

Set whether or not to perform redilution analysis. Add a check mark to perform the
analysis. Remove the check mark to avoid doing so.

Analysis is performed according to the analysis conditions in the list. The analysis
conditions are composed of the parameters below. Up to ten are listed, with the
highest priority at the top of the list.

Priority The priority order is displayed.

Assay Parameter The assay parameter name is displayed.

Upper Limit The upper limit value is displayed. Redilution analysis is
performed if the value is exceeded.

Units Units are displayed.

Lower Limit The lower limit value is displayed. Redilution analysis is
performed if the value is not reached.

Units Units are displayed.

Error Type The error type is displayed. Redilution analysis is
performed if this error occurs.

Dil. Ratio The dilution ratio is displayed.

Add The repeat analysis detailed settings dialog box is

displayed to add redilution analysis conditions. For the
method for adding redilution analysis conditions, see
“Chapter 8: 8.10: 2. Repeat analysis detailed settings”.
This is only valid if Perform redilution analysis is
checked.

Edit The repeat analysis detailed settings dialog box is
displayed to edit the redilution analysis conditions
selected in the redilution analysis list. For the method for
editing redilution analysis conditions, see “Chapter 8:
8.10: 2. Repeat analysis detailed settings”. This is only
valid if Perform redilution analysis is checked.

Delete Delete the redilution analysis condition selected in the list
of redilution analysis conditions. This is only valid if
Perform redilution analysis is checked.
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Perform re-analysis
Set whether or not to perform repeat analysis. Add a check mark to perform the
analysis. Remove the check mark to avoid doing so.

The analysis is performed according to the analysis conditions in the list. The analysis
conditions are composed of the parameters below. Up to ten are listed.

Priority
Assay Parameter
Upper Limit

Units
Lower Limit

Units
Error Type

M Time
(Measurement Time
[sec])

Add

Edit

Delete

The priority order is displayed.
The assay parameter name is displayed.

The upper limit value is displayed. Repeat analysis is
performed if the value is exceeded.

Units are displayed.

The lower limit value is displayed. Repeat analysis is
performed if the value is not reached.

Units are displayed.

The error type is displayed. Repeat analysis is performed
if this error occurs.

Measurement time is displayed.

The repeat analysis detailed settings dialog box is
displayed to add repeat analysis conditions. For the
method for adding repeat analysis conditions, see
“Chapter 8: 8.10: 2. Repeat analysis detailed settings”.
This is only valid if Perform re-analysis is checked.

The repeat analysis detailed settings dialog box is
displayed to edit the repeat analysis conditions selected
in the repeat analysis list. For the method for editing
repeat analysis conditions, see “Chapter 8: 8.10: 2.
Repeat analysis detailed settings”. This is only valid if
Perform re-analysis is checked.

Delete the repeat analysis condition selected in the list of
repeat analysis conditions. This is only valid if Perform
re-analysis is checked.

1. Add/edit conditions for redilution and repeat analyses

1.

To add/edit conditions for redilution analysis, add a check mark to Perform

redilution analysis.

Press Add to add redilution analysis conditions. To edit a registered condition,
select the condition to edit from the redilution analysis conditions list, then press

Edit.

The repeat analysis detailed settings dialog box will appear.
See “Chapter 8: 8.10: 2. Repeat analysis detailed settings” for the operation of the
repeat analysis detailed settings dialog box.

To add/edit conditions for repeat analysis, add a check mark to Perform re-

analysis.
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4. Press Add to add repeat analysis conditions. To edit a registered condition, select
the condition to edit from the repeat analysis conditions list, then press Edit.
The repeat analysis detailed settings dialog box will appear.
See “Chapter 8: 8.10: 2. Repeat analysis detailed settings” for the operation of the
repeat analysis detailed settings dialog box.

5. To continue making settings on another tab, press the relevant tab. Press Save to

register changes.

2. Repeat analysis detailed settings

1. Press Add or Edit on the repeat analysis settings tab.
The repeat analysis detailed settings dialog box will appear.

Re-fAnalysis Condition Setup

Re—analysis Type: |Redilution Analysis

Asgsay Parameter |[[EReess

—Re—analysis by Upper/Lower Limit

™ Exscute

Dilution Ratie: |1/2 -
I Use heasurement Time (Sub)

hMeasurement Time 180 sec

Upper Limit: sec
Lower Limit: sec

~Re—analysis by Error Typs

v Execute

Slight Coagulation j

Save Cancsl

Figure 8-49: Repeat analysis detailed settings dialog box

Re-analysis Type

Assay Parameter
Dilution Ratio

Setting of Measurement

Time in Re-analysis

Use Measurement
Time (Sub)

The repeat analysis implementation content will appear.
It is displayed as “Repeat analysis” if detailed settings
are to be made for repeat analysis, or “Redilution
analysis” if detailed settings are to be made for
redilution analysis.

Assay parameters can be selected.

The dilution ratio set in the test protocol is set. The
dilution ratio can be selected. This can only be selected
if the repeat analysis implementation content is
Redilution analysis.

Set whether or not to use the measurement time (sub)
set under test protocol settings when performing re-
analysis. Add a check mark to use the measurement
time (sub). Remove the check when the measurement
time (sub) should not be used.
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Measurement Time If the check mark was added to Use Measurement
Time (Sub), the measurement time (sub) will be
displayed. If the check mark was removed,
measurement time (main) is displayed.

Re-analysis by Upper/
Lower Limit

Execute Set whether or not to perform repeat analysis according
to the upper and lower limits. Add a check mark to
perform it. At this stage, the upper and lower limits for
repeat analysis must be set. Remove the check mark to
avoid performing it.

Upper Limit The upper limit for repeat analysis will appear. Repeat
analysis is performed if the value is exceeded. If the
value is not set, the display is left blank.

Lower Limit The lower limit for repeat analysis will appear. Repeat
analysis is performed if the value is below the lower
limit. If the value is not set, the display is left blank.

Re-analysis by Error

Type
Execute Set whether or not to perform repeat analysis due to
errors. Add a check mark to perform it. At this stage, the
error types for repeat analysis must be set. Remove the
check mark to avoid performing it.
Error Type The error type defined by analysis is displayed. Repeat

analysis is performed if this error occurs.

2. Set each parameter, and press Save.
Confirm the setting content, then close the dialog box.
Press Cancel to discard the settings and close the dialog box.

3. Delete redilution analysis conditions
1. Add a check mark to Perform redilution analysis.

2. Select the analysis condition to delete from the redilution analysis conditions list,
then press Delete.

4. Delete repeat analysis conditions
1. Add a check mark to Perform re-analysis.

2. Select the analysis condition to delete from the repeat analysis conditions list,
then press Delete.
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8.11 Quality control settings

The QC settings tab of the assay group setting dialog can be used to make QC
settings for the assay group selected in the assay group list.

(8 assay Group Setup
Assay Group

=)

| Test Protoca |

PTTHS

PT THS cal

PT THS extended
PTINN

PTINN cal

PT INN extended
APTT Actin

APTT Actin extended
APTT FS

APTT FS extended
APTT FSL

APTT FSL extended
APTT PSL

APTT PSL extended
Fibrine de Thrombin|
TT Test Thromhin

TT Thromboclotin
Batroxchin Time

Factor I THS

Factor I NN

Factor v THS

Factor W INN

Factor VIl THS

Factor VILINN

Factor XX THS

Factor 2CINN

Factor VI Actin

Factor VI Actin F&
Factor VI Actin FSL
Factor VIIL PSL

Factor IX Actin

Factor IX Actin FS
Factor IX Actin FSL
Factor IX PSL

Factor X1 Actin

Basic | | Refiex GG

Stable Time Time Interval | Vial QC

o|oFF

Dil. Ratio | QC Assay Parameter

Fhg DT sec, Fhg DT

Control
Add list

[

own | Delete

Edit QC Settings

Gentrol: [GtiN ™ Used in QC Analysis.

QC Assay Parameter

Stable Time: 24

Aute QC

Aralysis Condition

Dilution Ratio: |1/1 E
Replications: |1 5

Fhg DT

U Hours

I Auto QC

I Val QC

Check Rule
Settings

]
Gopy
Up
Delete.
Down
Measurement
Sequence

Close

Export ‘ Add ‘ Load ‘ Prirt ‘ Save ‘

Figure 8-50: Assay group settings dialog box (QC settings tab)

Control list

Up
Down
Add

Delete

QC setting information is displayed as a list. The information
selected by the cursor is displayed on the Edit QC
Settings.

Moves the selection in the list of controls one line higher.
Moves the selection in the list of controls one line lower.

The control selection dialog box will appear. If a control is
added, it is inserted as a new line above the cursor position.

The setting for the line selected in the control list is deleted.
The delete confirmation dialog box will appear. When the
control is deleted, the chart no longer appears on the QC
screen.
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Edit QC Settings
Control

Used in QC Analysis

Stable Time [h]

QC Assay Parameter

Auto QC
Auto QC

Vial QC

The control name for the line selected in the control list is
displayed.

Set whether or not to use the control for the line selected in
the control list for quality control. Add a check mark to use it.
When a check mark is added, that parameter is then
displayed on the Other tab in the QC chart. Remove the
check mark to avoid using it for QC.

Input the stable time. If the control elapsed time exceeds the
set stable time, a confirmation dialog box is displayed at the
start of analysis.

Set whether or not to use assay parameters in the assay
group for QC. Add a check mark to use them. Remove the
check mark to avoid using them it.

Set whether or not to perform QC analysis at fixed intervals.
To perform such analyses, add a check mark, then enter the
Auto QC interval, in the range 1-24. Remove the check to
avoid performing the analyses.

Set whether or not to perform vial QC. Add a check mark to
perform it. Remove the check mark when not performing it.
If the check is added, QC analysis is performed
automatically before reagent is aspirated from a new
reagent vial. For STAT sample analysis and calibration
curve analysis, vial QC is omitted even if the check mark is
added.

A Caution!

new lot is not analyzed

Only “Current” in the current lot is analyzed for vial QC. Note that “New” for the

for vial QC.

Analysis Condition
Dilution Ratio

Replications

Check Rule Settings

The dilution ratio for QC analysis can be selected. The
dilution ratio from the list of Test Protocol Settings-Dilution
Ratio Settings is displayed.

The number of replications for QC analysis can be selected.
You can select one or two. If two is selected, QC errors are
judged from the mean results, and the values are plotted in
the chart. Divergence judgment is not performed, even if
there are two analyses.

The Judgment Rule Setting dialog is displayed for the assay
parameter selected with the cursor. See “Chapter 8: 8.11: 2.
Judgment rule setting” for the judgment rule setting method.
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1. Set the parameters.
See “Chapter 8: 8.11: 1. Adding controls” for the method for adding controls.

See “Chapter 8: 8.11: 2. Judgment rule setting” for the judgment rule setting
method.

2. To continue making settings on another tab, press the relevant tab. Press Save to
register changes.

1. Adding controls
1. Press Add on the quality control setting tab.
The control selection dialog box will appear.

'ﬂg]Select Gontrol |.><.|1

Control List

LA Cole
CtlP
CtlDim1
CtiDim2
Citrol 1
Citrol 2

Citrol 3
AbnFhg

Cancel

Figure 8-51: Control selection dialog box

Control List The controls which have their reagent type set as
control under the reagent master settings are displayed.

2. Select the control to add from the control list.

3. Press Add.
The control selected in the control list is added to the control list on the QC

settings tab of the assay group settings dialog box, and the control selection
dialog box closes.

Press Cancel to cancel the addition and close the control selection dialog box.
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2. Judgment rule setting

With the Multi Rule method of Westgard (rule) condition, QC check is made.

1. Press Check Rule Settings button on the quality control setting tab.
The Set Judgment Rule dialog box will appear.

[ pata Check Condition Setup

Parameter: |PT sec Control: |Gitral 1
[ Data Check Settings
Action

125 WWarning <z R-4s Not Checked =z
1-3s Stop Measurement < T Not Checked =
225 Mot Ghecked a4 10x Mot Checked b
4-1s Mot Ghecked i
5-03s Not Checked <z

Check Accuracy of Reagent Assay Value

Allowable Rangs £ =) Allowable Range for Target %

Save Cancel

Figure 8-52: Set Judgment Rule dialog box

Parameter

Control

Data Check
Settings

1-2s

1-3s

2-2s

4-1s

The name of the assay parameter for which to set the
judgment rule is displayed.

The name is displayed for the control used in QC
analysis of the assay parameter for which to set the
judgment rule.

Select from the following options for each parameter.
Stop Measurement: Analysis will be interrupted.
Warning: The warning is displayed in the status bar.
No Checked: Monitoring will not be performed.

Set the process to apply if the QC analysis result is
below the range.
(Target-2SD) < data < (Target+2SD)

Set the process to apply if the QC analysis result is
below the range.
(Target-3SD) < data < (Target+3SD)

Set the process to apply if the QC analysis result is
below the range for two consecutive results.
(Target-2SD) < data < (Target+2SD)

Set the process to apply if the QC analysis result is
below the range for four consecutive results.
(Target-1SD) < data < (Target+1SD)
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5-0.5s Set the process to apply if the QC analysis result is
below the range for five consecutive results.
(Target-0.5SD) < data < (Target+0.5SD)

R-4s Set the process to apply if the QC analysis result
diverges from the previous result by more than 4SD.

7T Set the process to apply if the change in seven
consecutive QC analysis results is consistently in one
direction (seven consecutive increases or decreases).

10x Set the process to apply if ten consecutive QC analysis
results are all in the same direction from the target (ten
consecutive results are all lower/higher than the target).

2. Set each parameter and press OK.

The settings made in the Set Judgment Rule dialog box are registered and the
dialog box closes.

Press Cancel to discard the settings and close the dialog box.

% Note:

“Data” is the analysis result and “Target” and “SD” are the target and 1SD set as
the target/limit on the QC screen.
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8.12 Test protocol settings

The test protocol settings tab of the assay group setting dialog can be used to make
the test protocol settings for the assay group selected in the assay group list.

A Caution!

It may not be possible to obtain correct analysis results if the test protocol settings
are changed. The operator is personally responsible for any such changes.
Furthermore, the warranty for this product only covers use of the factory default

@ aseay Group Setup =]
A -
SSTS:VHS“’“F = Basic | Re-analysis| Reflex| GG [Test Protocsl |
PT THS cal Rinse at the Time of Primary
T | Aspiatien I Pre—Rinse I Post-Rinse
PTINN Sample Dispensing/Diluttion
P INN cal | [ Diltion Setting
PT INN extended ’7 Buffer: m Dilution Ratio for Measurementst [i/1, 172, 174,178,271, 3/1, 4/1 Edlit ‘
APTT Actin add |
:EE ﬁ;w’ sdended 2 S)Zs:\r‘a‘ed Sample | Sample Aspiration Val [AA‘LJI Buffer Volume [ugLJ | FreRinse List | Post Rinse Lt Edit
| ple
APTT FS extended | B
APTT FSL
APTT FSL extended
APTT PSL Factor-Deficient Plasma i |

APTT

Aspirated Reagent | Reagent Aspiration Vol.[ul] [ Pre=Rinse List Post Rinse List
Edit

TT Thromboclotin Delete

Batroxobin Time

Factor 1l THS Reagent Protocol

Factor 1 INN Aoprated Reagont | Resgont Aspration Vollul]| __ Pipotte at [sec] | Mixing Leval Pro-Rinse List [ Post-Rinse List [ Add
50

Factor W THS Fbe 190 Weak - Clean [

Edit
Factor W INM _I
Factor VIl THE Delete

Factor WIIIMN " g
Factor X THS r o

¥ Iy ; [Sen. [Reagent [Lot Management |Stable Tme |
Factor 3 INN Timetvaim 100=]sec Time (Suby. | 1003 sec 1 OVB u] 24
Factor VI Actin

2 Fbg o6
Fator Wil ot 5 Measurement Time (vain Il\/eaauremem%

Factor W Actin FSL T Mixing during measurement

Factor VIl PSL STEP1 Osec- [ O 0 rom
Factor IX Actin

Factor IX Actin FS STEP2: [ Osec- [ 0 0 rpm
Factor X Actin FSL

Factor IX PSL STEP3: [ Osec - [ 100 sec 0 rom
Factor XI Actin

9
Copy
Up

Dee Export Add Load Print Save Close
Dowin
Measurement
Sequence

Figure 8-53: Assay group settings dialog box (test protocol settings tab)

Rinse at the Time of
Primary Aspiration

Pre-Aspiration If the check mark is added, a pre-rinse is performed before

Rinse primary aspiration of the sample. If the check mark is
removed, the pre-rinse is omitted.

Post-Aspiration If the check mark is added, a post-rinse is performed after

Rinse primary aspiration of the sample. If the check mark is

removed, the post-rinse is omitted.

Sample Dispensing/  The sample aspiration and dilution procedure list is
Dilution displayed.

Dilution Setting
Buffer Select the diluent solution name.

Dilution Ratio for The dilution ratio used for analysis is displayed.
Measurements
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Edit
Aspirated Sample

Sample Aspiration
Vol. [pL]

Buffer Volume [pL]
Mixing Level
Pre-Rinse List

Post-Rinse List

Add

Edit

Delete

Factor-Deficient
Plasma

Reagent
Reagent Aspiration

Vol. [pL]
Pre-Rinse List

Post-Rinse List

Add

Edit

Delete

Reagent Protocol

Aspirated Reag.

Reagent Aspiration
Vol. [pL]

Pipette at [sec]
Mixing Level
Pre-Rinse List

The Dilution ratio selection dialog box is displayed for
setting the dilution ratio to be used for measurements.

The name of the aspirated sample is displayed.
The aspirated sample volume is displayed.

The diluent solution volume is displayed.
The mixing intensity is displayed.

The names of the reagents that are used for pre-rinsing are
listed in the order that the rinses are performed.

The names of the reagents that are used for post-rinsing
are listed in the order that the rinses are performed.

The Test protocol detailed settings dialog box is displayed
so a new procedure may be added at the bottom of the
procedure list.

The Test protocol detailed settings dialog box is displayed
so the procedure in the selected line of the procedure list
may be edited.

Deletes the procedure in the line selected in the procedure
list.

The procedure list for factor-deficient plasma is displayed.

The name of the aspirated reagent is displayed.
The volume of the aspirated reagent is displayed.

The names of the reagents that are used for pre-rinsing are
listed in the order that the rinses are performed.

The names of the reagents that are used for post-rinsing
are listed in the order that the rinses are performed.

The Test protocol detailed settings dialog box is displayed
so a new procedure may be added at the bottom of the
procedure list.

The Test protocol detailed settings dialog box is displayed
so the procedure in the selected line of the procedure list
may be edited.

Deletes the procedure in the line selected in the procedure
list.

The procedure list for the reagent is displayed.
The name of the aspirated reagent is displayed.
The volume of the aspirated reagent is displayed.

Warming time is displayed.
The mixing intensity is displayed.

The names of the reagents that are used for pre-rinsing are
listed in the order that the rinses are performed.
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Post-Rinse List

Add

Edit

Delete

The names of the reagents that are used for post-rinsing
are listed in the order that the rinses are performed.

The Test protocol detailed settings dialog box is displayed
S0 a new procedure may be added at the bottom of the
procedure list.

The Test protocol detailed settings dialog box is displayed
so the procedure in the selected line of the procedure list
may be edited.

Deletes the procedure in the line selected in the procedure
list.

Measurement Condition

Measurement Time
(Main) [sec]

Measurement Time
(Sub) [sec]

Perform mixing

Sets the measurement time (Main). The setting range is 20
— 1800 (20 second steps).

Sets the measurement time (sub). The setting range is 20 —
1800 (20 second steps).

Sets whether or not to perform mixing during measurement.

during measurement Add a check mark to perform this. In that case, the following

STEP1
Start time [sec]
End time [sec]

Number of
rotations [rpm]

STEP2
Start time [sec]

End time [sec]

Number of
rotations [rpm]

STEP3
Start time [sec]

End time [sec]

Number of
rotations [rpm]

items must be specified. Remove the check mark when not
performing it.

Mixing is broken down into three segments and the number
of rotations can be changed.

A mixing start time of O is displayed for the first segment.
Enter a mixing end time for the first segment.

Enter a number of mixing rotations for the first segment. The
setting range is 100 — 1800.

Displays the mixing end time of the first segment as the
mixing start time of the second segment.

Enter a mixing end time for the second segment.

Enter a number of mixing rotations for the second segment.
The setting range is 100 — 1800.

Displays the mixing end time of the second segment as the
mixing start time of the third segment.

Displays the Measurement Time as the mixing end time for
the third segment.

Enter a number of mixing rotations for the third segment.
The setting range is 100 — 1800.
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A Caution!

If mixing is set to occur during light measurement, set mixing intensity to Middle,
Weak, Very Weak, or None for the last reagent to be added.

If mixing intensity is set to Strong, it can cause errors in the reaction curve, and it
may not be possible to obtain accurate analysis results.

Reagent List

Reagent The reagent list used in the procedures for Sample
Dispensing/Dilution, Factor-Deficient Plasma and Reagents
is displayed in the sequence in the set procedure.

Lot Management Set whether or not to perform lot management. Add a check
mark to perform lot management. Remove the check mark
to omit lot management.

Stable Time [h] Input the stable time. If the reagent elapsed time exceeds
the set stable time, a confirmation dialog box is displayed at
the start of analysis.

Setting the dilution ratio to be used in measurements

1. Press Edit for the Dilution Setting on the Test Protocol tab.
The Select Dilution Ratios dialog box opens.

Select Dilution Ratios

Dilution Ratio for
Dilution Ratio List hMeasurements

Dilution Ratio ]

Dilution Ratio

3/4
3/5
10/19 >rAdd>>
2/4 T
3/8

1/3

310 << Delets <<
5/15 s
1/58

5/38

1/16

1418 |

[

Save ‘ Cancel ‘

Figure 8-54: Select Dilution Ratios dialog box

Sysmex CS-2000:/CS-2100: Software Guide 8-95




CHAPTER 8 System Setup

Dilution Ratio List
Dilution Ratio for

Measurements
Add

Delete

The dilution ratios recorded in the dilution ratio master are
displayed in the order in which they were recorded.

A list of dilution ratio for measurements is displayed, in the
order that they were recorded to the dilution ratio master.

Adds the dilution ratio selected in the Dilution Ratio List to
the Dilution Ratio for Measurements list and deletes the
ratio from the Dilution Ratio List.

Deletes the dilution ratio in the Dilution Ratio for
Measurements list and adds it to the Dilution Ratio List.
“1/1” cannot be deleted from the Dilution Ratio for
Measurements list.

2. Set the Dilution Ratio for Measurements.

3. Press Save.

The content of your settings are saved and the Select Dilution Ratios dialog box

closes.

If you press Cancel, the content of your setting is aborted and the Select Dilution
Ratios dialog box closes.

% Note:

When (sample dispensed volume in the last line of the Sample Dispensing/
Dilution list) x (dilution ratio) is less than 4pL, measurements can only be made at
dilution ratios of 1/8 or less.

When more than one dilution ratio is measured at one time, as with MDA,
measurements can be made only when all the dilution ratios meet the conditions.
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Adding & editing test protocols

1. To add a new test protocol, press Add on the Sample Dispensing/Dilution, Factor-
Deficient Plasma, Reagent Protocol table. To edit a registered test protocol, select
the test protocol to edit, then press Edit.

The Test Protocol dialog box will open.

TestProtcol |z

Protocol &

Aspiration

Target: ISampIe Feagant: I 'l

Aspiration
\.f'olume:l a0 uL Mixing Lewel: INone 'l
Buﬂ:erl
Wolume: O et

Pipette at:l 033 sec

~Rinse Settings

Deteréent l 53 Add>> =
Clean 1
Clean 11
RinseWWater << Deleted<

53 Add>> Mo, |Pos‘t—Rinse |

< Delatedd

Save ‘ Cancel ‘

Figure 8-55: Test Protocol dialog box
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Table 8-05: Settings and display parameters in the Test Protocol dialog box

Parameters Explanation Setting Range / Content Displayed
Sample Dispensing/ | Factor-Deficient | Reagent Protocol
Dilution Plasma
Aspiration | The aspiration target | When the 1stlineis | Factor-Deficient | Reagent is
Target is displayed. selected, Sample is | Plasma is displayed.
displayed; from the | displayed.
2nd line on, Dilution
is displayed.

Reagent Sets the reagentto | No setting available. | Reagents set to Reagents set to

be added. “Factor” can be “Reagent” can be
selected selected according
according to type | to type of reagent.
of reagent.

Aspiration | Sets the aspiration | The setting range is | The setting range | The setting range is

Volume volume (uL). 4 —150. is 20 — 150. 0, 20 — 200.

Buffer Sets the buffer The setting range is | No setting No setting available.

Volume volume (uL). If the 0,4 -150. available.
dilutant in the test
protocol setting is on
None, then no
setting is available.

Pipette at | Sets the time (sec) | No setting available. | No setting The setting range is 0
from the warming available. —600 (10 second
start. steps). Set

intermediary reagents
to even numbers in
the 10s digit and
make the last reagent
that is added an odd
number in the 10s.

Mixing Select the intensity | No setting available. | No setting None, Very Weak,

Level of mixing at reagent available. Weak, Middle and
addition. Strong can be

selected. Strong can
only be performed
when it is the last
reagent to be added.

Add Adds the detergent | -
that is selected in the
Detergent List to the
Pre-Rinse (Post-

Rinse) List.

Delete Deletes the -
detergent selectedin
the Pre-Rinse (Post-

Rinse) list from the
list.
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* Measurements can be made only when the total volume of aspirated sample, buffer

and aspirated reagent are as follows.

150uL < aspirated sample + buffer + aspirated reagent (total amount of parts in bold)
< 300uL

Measurement can be made only if the settings for the procedures for Sample
Dispensing/Dilution are as follows.

CS-2000: :Volume of aspirated sample + buffer > aspirated sample in the next line
+ 50uL

CS-2100i :Volume of aspirated sample + buffer > aspirated sample in the next line
+130uL

2. Set each of the parameters.

3. Press Save.

The content of your settings are saved and the Test Protocol dialog box closes.
If you press Cancel, the content of your setting is aborted and the Test Protocol
dialog box closes.

A Caution!

* |f the mixing level is set to Very Weak, a mixing motor error cannot be detected.
We recommend setting the mixing level to Weak, Middle or Strong for at least
one procedure in the same test protocols so that an error can be detected.

* |f mixing is set to occur during light measurement, set mixing intensity to Middle,
Weak, Very Weak, or None for the last reagent to be added.

If mixing intensity is set to Strong, it can cause errors in the reaction curve, and
it may not be possible to obtain accurate analysis results.

Deleting Test Protocols

1.

Select the test protocol to delete from the Sample Dispensing/Dilution, Factor-
Deficient Plasma, Reagent Protocol table.

Press Delete.
The delete confirmation dialog box appears.

Press OK.
The selected test protocol is deleted.
If you press Cancel, the selection is not deleted.
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8.13 Formula calculation settings

New measurement parameters can be created from the results for multiple analysis
parameters.

1. Press Formula setting on the Settings screen.
The Formula Setup dialog box will appear.

E% Formula Setup
Formula Name: [Lupus Anticoagulant Display Name: [LA R
M Valid Updated on:[2011/08/18 Host ID:|41 3:
Lt Syt [ 3 e F e o B
Expression: [[LA1 secl/[LA2 sec] Edit
Data Check:
Report Limit Check | Mark Limit Check e B

Upger Limit ] =1 Upger Limit 0 [
Lower Limit 0 [l Lower Limit 0 [

QC Settings:

Check Rule
Settings

Add Up
Print Save Close T C
Delete Down

Figure 8-56: Formula Setup dialog box

A List of Formula
The Formula calculation parameters are displayed.

Add Adds the Formula calculation parameter.

Delete Deletes the Formula calculation parameter selected in
the list.

Up Moves the selected Formula calculation parameter in

the list to one line higher.

Down Moves the selected Formula calculation parameter in
the list to one line lower.

B Setting area
This area is used for making settings for the Formula calculation parameter
selected in the List of Formula.

Formula Name The name of the Formula calculation parameter is
displayed.
Abbreviation The abbreviated name of the Formula calculation

parameter is displayed.
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Valid

Updated on

Host ID

Unit System

Unit

Display Digit Number
Integral Part

Decimal Part

Expression
Edit

Data Check
Report Limit Check

Upper Limit

Lower Limit

Mark Limit Check

Set whether or not to make the Formula calculation
parameter valid. It can be used for analysis if it is valid.
Add a check mark to make it valid. Remove the check
mark to invalidate the Formula calculation parameter.

The updated date of the Formula calculation parameter
is displayed. The format of display is determined by the
system setting.

The host ID of the Formula calculation parameter is
displayed.

Select the unit system for Formula calculation
parameter from Clot Time, change in light
absorbance quantity, activity%, concentration, ratio
and INR value.

Select the units for Formula calculation parameter from
-, sec, dOD, OD, abs, mAbs, %, mg/dL, g/L, U/mL, ug/
mL, ng/mL, yg/L, mg/L, IU/mL and FEU.

The number of integer area digits can be set, in the
range 1-5, for use when analysis results calculated from
Formula calculations are displayed.

The number of decimal area digits can be set, in the
range 0-4, for use when analysis results calculated from
Formula calculations are displayed.

The calculation expression is displayed.

The Expression Entry dialog box is displayed to input
calculation expressions.

Set whether or not to perform report limit judgment
(monitoring of the analysis limits of the instrument). Add
a check mark to perform the judgment. At this stage, the
upper and lower limits must be specified. Remove the
check mark to avoid performing the judgment.

The report limit judgment upper limit value is displayed.
The value can be input directly. If this value is exceeded,
it triggers a report limit error and a “>” flag is added to
the analysis results.

The report limit judgment lower limit value is displayed.
The value can be input directly. If this value falls short of
this limit, it triggers a report limit error and a “<” flag is
added to the analysis results.

Set whether or not to perform error limit value judgment.
Add a check mark to perform the judgment. At this
stage, the upper and lower limit of error judgment must
be specified. Remove the check mark to avoid
performing the judgment.
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Upper Limit

Lower Limit

QC Settings

Control

Check Rule Settings

C Setting button area

The upper limit value for error limit value judgment is
displayed. The value can be input directly. If this value is
exceeded, it triggers an error judgment limit value error
and a “+” flag is added to the analysis results.

The lower limit value for error limit value judgment is
displayed. The value can be input directly. If the result is
below this value, it triggers an error judgment limit value
error and a “” flag is added to the analysis results.

The content of quality control on calculated parameter
results can be set.

The controls that can be used in quality control settings
(controls that are set in common for assay parameters
in calculated parameter formula) controls are displayed
in a list.

Displayed parameters are displayed on the Other tab of
the QC chart display screen.

The screen for setting quality control error judgment
rules for the selected controls is displayed. Judgment is
performed according to the Westgard MultiRule
conditions.

See “Chapter 8: 8.11: 2. Judgment rule setting” for
judgment rule settings.

Buttons are arranged in this area for making operations on the settings.

Print
Save

Close

2. Set the parameters.

3. Press Save.

Print out Formula calculation settings.

Register the settings made using the Formula Setup
dialog box.

Close the Formula Setup dialog box.

% Note:

button is pressed.

* These settings become effective after the system has been restarted.
* The Profile button is automatically displayed on the Order screen after the Save
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Edit the calculation expression

1. Press Edit on the Formula Setup dialog box.
The Expression Entry dialog box is displayed.

Expression Entry

X]

Expression: |[|_A1 zac] / [LAZ sec] All Glear

Delete

—Assay Parameter

[PT sec]
[APTT secl
[Fhg sec]
[l sec]
[V sec]
[WII sec]
[¥ sec]
(VI sec]
[I¥ sec]
(4] sec]
[PT R]
[PT INR]
[Fhg C.]
(I %]

[ %]

[wIT %]
[WIIL %]
[x %]

[x %]

[XI %]
[l sec]

§

*
=
o
oo

Mg

=

Ertry |

Ok | Cancel |

Figure 8-57: Expression Entry dialog box

Expression
All Clear
Delete

Assay Parameter

List of assay
parameters

Entry

/; *s =+, (! ) keys

Numeric keys

The input calculation expression is displayed.
Delete the calculation expression.

Delete one parameter to the left of the cursor in the
calculation expression.

The assay parameters list available for use in the
calculation expression is displayed.

Insert the assay parameter selected in the assay
parameters list into the calculation expression at the
cursor position.

Select the operators to use in the calculation
expression.

Select the numbers to use in the calculation expression.
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2. Enter the calculation expression, using the lists and buttons and press OK.
The input calculation expression is reflected in the expression on the Formula
Setup dialog box and the Expression Entry dialog box closes.

Press Cancel to cancel the input calculation expression and close the Expression
Entry dialog box.

% Note:

¢ Assay parameters which are Formula calculation parameter cannot be used in
Formula calculation expression.

¢ Buttons that are grayed out cannot be used.
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9. Utility Tools

This chapter explains the functions of the utility tools installed in this instrument.

9.1 Backing up setting values/analysis results
You can back up setting values and analysis results.

1. Backing up only updated data since the last backup
You can back up updated data since the last backup.
The backup files are saved and added to the same folder as the last backup.

% Note:

When backing up only updated data, analysis result data (waveform data) for the
last 30 days can be saved.

Saved analysis result data (waveform data) exceeding 30 days will be
automatically deleted.

1. Exit the IPU.
Press on the upper right corner of the screen to close the IPU display screen.

2. From the Windows start menu, select All Programs — CS-Tools — Backup.
The Backup dialog box appears.

Select a location to backup the file.

CAPU_BACKUP | E Option

‘ O ‘ ‘ Cancel

Figure 9-01: Backup dialog box
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3. Press Option.

The Option dialog box appears.

Backup Type

© Backup All Data

@ipeciy Uaie}

Period

|20t 21 0703 |~ otzAo/4

[ < ] October, 2012 [ > |

Tareet Data SunMonTue Wed Thu Fri Sat
001 2 3 5 6

[ Ireludes Log Files. 78 9 10 11 12 18
14 15 16 17 18 19 20

21 22 23 24 25 26 27

28 29 30 31 1 2 3

4 5 6 7 8 9 10

Figure 9-02: Option dialog box

Confirm the settings in Backup Type.

¢ Select Specify Date if it is not selected.

¢ Confirm that the last backup date and the present date are specified in Period.
If not, enter the date(s) from the calendar shown in the dialog box.

* Confirm the setting in Target Data.

Includes Log Files. Add a check mark if you want to back up the log files.
Log files for the period specified in Period are backed
up.

Press OK.

The dialog box closes.

Press OK in the Backup dialog box.
The backup process starts and the progress bar appears.
The Confirmation dialog box appears when the backup process is complete.

Press OK.

The dialog box closes.

A XXXXXXXX_XXXXXX_BACKUP folder is created at the specified destination
and the backup file is saved in the folder (XXXXXXXX_XXXXXX shows the
backup date and time (yyyy/mm/dd_hh/mm/ss)).

Press Cancel in the Backup dialog box.
The dialog box closes.

Start up the IPU and the Main Unit.
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2. Backing up all data
You can back up all setting values/analysis result data.
Backup may take time depending on the amount of data stored in the IPU.

1.

Exit the IPU.
Press on the upper right corner of the screen to close the IPU display screen.

From the Windows start menu, select All Programs — CS-Tools — Backup.
The Backup dialog box appears.

Select a location to backup the file.

CNPU_BACKUP

=

‘ 0K ‘ ‘ Gancel

Figure 9-03: Backup dialog box
Press ... of Select a location to backup the file.
A folder selection dialog box appears.

Specify the save destination of the file, enter the file name, and press OK.
The dialog box closes, and the path of the saved destination is displayed in Select
a location to backup the file. of the Backup dialog box.

Press Option.
The Option dialog box appears.

Backup Type

O Backup All Data

@ iSpecily Date

Feriod

[2012/10/03 |~ [zo1z/10004

(<] Qctober, 2012 [> ]

Sun Mon Tue Wed Thu FriSat
30 1 2 3 5 6
[] includes Loe Files: T8 9 10 11 12 13
14 15 16 17 18 19 20
21 22 23 24 25 26 27
28 29 30031 1 2 3
4 5 6 7 8 9 10

Target Data

Figure 9-04: Option dialog box
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6. Select Backup All Data in Backup Type.

7. Press OK.
The dialog box closes.

8. Press OK in the Backup dialog box.
The backup process starts and the progress bar appears.
The Confirmation dialog box appears when the backup process is complete.

9. Press OK.
The dialog box closes.
A XXXXXXXX_XXXXXX_BACKUP folder is created at the specified destination
and the backup file is saved in the folder (XXXXXXXX_XXXXXX shows the
backup date and time (yyyy/mm/dd_hh/mm/ss)).

10. Press Cancel in the Backup dialog box.
The dialog box closes.

11. Start up the IPU and the Main Unit.

9.2 Loading setting values/analysis values (restoring)
You can load the information on setting values/analysis values.

1. Restoring data for last 30 days
You can restore setting values and analysis result data (waveform data) for the last 30
days in a specified folder.
Loading only analysis result data (waveform data) for the last 30 days can reduce the
time required for restoring.

1. Exit the IPU.
Press on the upper right corner of the screen to close the IPU display screen.

2. From the Windows start menu, select All Programs — CS-Tools — Restore.
The Restore dialog box appears.

Select the file to be restored

C:PU_BACKUP \ E Option

QK Gancel

Figure 9-05: Restore dialog box

3. Press ... of Select the file to be restored.
A folder selection dialog box appears.
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4. Select the folder in which the file you wish to load is saved, and press OK.
The dialog box closes, and the specified path is displayed in Select the file to be
restored. of the Restore dialog box.

5. Press Option.
The Option dialog box appears.

Restore Type
) Restore All Data
(3) Restares data for the last 30 days.

Tareget Data

[inclides Tog Files)

OK l l Cancel

Figure 9-06: Option dialog box

6. Confirm the settings in Restore Type.
¢ Select Restores data for the last 30 days. if it is not selected.
¢ Confirm the setting in Target Data.

Includes Log Files. Add a check mark if you want to restore the log files.
Log files for the last 30 days are restored.

7. Press OK.
The dialog box closes.

8. Press OK of the Restore dialog box.
The restoring process starts and the progress bar appears.
The Confirmation dialog box appears when the restore process is complete.

9. Press OK.
The dialog box closes.

10. Press Cancel in the Restore dialog box.
The dialog box closes.

11. Start up the IPU and the Main Unit.
The setting values and analysis results are restored.
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2. Restoring all data
You can restore all setting values/analysis result data in the specified folder.
Restoring may take time depending on the amount of backup file data.

1.

Exit the IPU.

Press on the upper right corner of the screen to close the IPU display screen.

From the Windows start menu, select All Programs — CS-Tools — Restore.
The Restore dialog box appears.

Select the file to be restored

C:IPU_BACKUP \ E Option

QK Gancel

Figure 9-07: Restore dialog box

Press --- of Select the file to be restored.
A folder selection dialog box appears.

Select the folder in which the file you wish to load is saved, and press OK.
The dialog box closes, and the specified path is displayed in Select the file to be
restored. of the Restore dialog box.

Press Option.
The Option dialog box appears.

Restore Type

) Restare All Data

(5 Restores data for the last 30 days,

Target Data

014 ] [ Gancel

Figure 9-08: Option dialog box
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6. Select Restore All Data in Restore Type.

7. Press OK.
The dialog box closes.

8. Press OK of the Restore dialog box.
The restoring process starts and the progress bar appears.
The Confirmation dialog box appears when the restore process is complete.

9. Press OK.
The dialog box closes.

10. Press Cancel in the Restore dialog box.
The dialog box closes.

11. Start up the IPU and the Main Unit.
The setting values and analysis results are restored.
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9.3 Screen image print tool
Screen images can be printed or saved to a file.
1. Printing screen images

1. Display the screen you wish to print.

2. Press the “Print Screen” key on the keyboard.
The image is imported to the screen image print tool.
The Print Screen dialog box appears.

[/ )
r——————

- Print button

+ Save button

YV, 1y

Y1, 1y
D, 1
(LI

= - Page Setup button

- Close button

3 g
Filsrin Dagra,

Figure 9-09: Print Screen dialog box

3. Press the Print button.
The screen image is printed.

2. Saving screen images
1. Display the screen you wish to save.

2. Press the “Print Screen” key on the keyboard.
The image is imported to the screen image print tool.
The Print Screen dialog box appears.

Press the Save button.
4. Enter the folder name and file name to save.

Press OK.
The screen image is saved.
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10. GNU General Public License

A portion of the software used with this product is subject to the GNU General Public
License.

Person wishing to obtain the source code or detailed information concerning the
software used with this product that is subject to the GNU General Public License
should contact their local service representative.

For the software used with this product that is not subject to the GNU General Public
License, the source code may not be obtained, reverse engineered, decompiled, or
disassembled.

GNU GENERAL PUBLIC LICENSE
Version 2, June 1991
Copyright (C) 1989, 1991 Free Software Foundation, Inc.
59 Temple Place, Suite 330, Boston, MA 02111-1307 USA

Everyone is permitted to copy and distribute verbatim copies of this license document, but changing it is
not allowed.

Preamble

The licenses for most software are designed to take away your freedom to share and change it. By
contrast, the GNU General Public License is intended to guarantee your freedom to share and change free
software--to make sure the software is free for all its users. This General Public License applies to most of
the Free Software Foundation’s software and to any other program whose authors commit to using it.
(Some other Free Software Foundation software is covered by the GNU Library General Public License
instead.) You can apply it to your programs, too.

When we speak of free software, we are referring to freedom, not price. Our General Public Licenses are
designed to make sure that you have the freedom to distribute copies of free software (and charge for this
service if you wish), that you receive source code or can get it if you want it, that you can change the
software or use pieces of it in new free programs; and that you know you can do these things.

To protect your rights, we need to make restrictions that forbid anyone to deny you these rights or to ask
you to surrender the rights.
These restrictions translate to certain responsibilities for you if you distribute copies of the software, or if
you modify it.

For example, if you distribute copies of such a program, whether gratis or for a fee, you must give the
recipients all the rights that you have. You must make sure that they, too, receive or can get the source
code. And you must show them these terms so they know their rights.

We protect your rights with two steps: (1) copyright the software, and (2) offer you this license which
gives you legal permission to copy, distribute and/or modify the software.

Also, for each author’s protection and ours, we want to make certain that everyone understands that there
is no warranty for this free software. If the software is modified by someone else and passed on, we want
its recipients to know that what they have is not the original, so that any problems introduced by others
will not reflect on the original authors’ reputations.

Finally, any free program is threatened constantly by software patents. We wish to avoid the danger that
redistributors of a free program will individually obtain patent licenses, in effect making the program
proprietary. To prevent this, we have made it clear that any patent must be licensed for everyone’s free
use or not licensed at all.

The precise terms and conditions for copying, distribution and modification follow.
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GNU GENERAL PUBLIC LICENSE
TERMS AND CONDITIONS FOR COPYING, DISTRIBUTION AND MODIFICATION

0. This License applies to any program or other work which contains a notice placed by the copyright
holder saying it may be distributed under the terms of this General Public License. The “Program”,
below, refers to any such program or work, and a “work based on the Program” means either the
Program or any derivative work under copyright law: that is to say, a work containing the Program or a
portion of it, either verbatim or with modifications and/or translated into another language.
(Hereinafter, translation is included without limitation in the term “modification”.) Each licensee is
addressed as “you”.

Activities other than copying, distribution and modification are not covered by this License; they are
outside its scope. The act of running the Program is not restricted, and the output from the Program is
covered only if its contents constitute a work based on the Program (independent of having been made by
running the Program).

Whether that is true depends on what the Program does.

1. You may copy and distribute verbatim copies of the Program’s source code as you receive it, in any
medium, provided that you conspicuously and appropriately publish on each copy an appropriate
copyright notice and disclaimer of warranty; keep intact all the notices that refer to this License and to
the absence of any warranty; and give any other recipients of the Program a copy of this License along
with the Program.

You may charge a fee for the physical act of transferring a copy, and you may at your option offer
warranty protection in exchange for a fee.

2. You may modify your copy or copies of the Program or any portion of it, thus forming a work based
on the Program, and copy and distribute such modifications or work under the terms of Section 1
above, provided that you also meet all of these conditions:

a) You must cause the modified files to carry prominent notices stating that you changed the files
and the date of any change.

b) You must cause any work that you distribute or publish, that in whole or in part contains or is
derived from the Program or any part thereof, to be licensed as a whole at no charge to all third
parties under the terms of this License.

¢) If the modified program normally reads commands interactively when run, you must cause it,
when started running for such interactive use in the most ordinary way, to print or display an
announcement including an appropriate copyright notice and a notice that there is no warranty (or
else, saying that you provide a warranty) and that users may redistribute the program under these
conditions, and telling the user how to view a copy of this License. (Exception: if the Program
itself is interactive but does not normally print such an announcement, your work based on the
Program is not required to print an announcement.)

These requirements apply to the modified work as a whole. If identifiable sections of that work are not
derived from the Program, and can be reasonably considered independent and separate works in
themselves, then this License, and its terms, do not apply to those sections when you distribute them as
separate works. But when you distribute the same sections as part of a whole which is a work based on the
Program, the distribution of the whole must be on the terms of this License, whose permissions for other
licensees extend to the entire whole, and thus to each and every part regardless of who wrote it.

Thus, it is not the intent of this section to claim rights or contest your rights to work written entirely by
you; rather, the intent is to exercise the right to control the distribution of derivative or collective works
based on the Program.
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In addition, mere aggregation of another work not based on the Program with the Program (or with a work
based on the Program) on a volume of a storage or distribution medium does not bring the other work
under the scope of this License.

3. You may copy and distribute the Program (or a work based on it, under Section 2) in object code or
executable form under the terms of Sections 1 and 2 above provided that you also do one of the
following:

a) Accompany it with the complete corresponding machine-readable source code, which must be
distributed under the terms of Sections 1 and 2 above on a medium customarily used for software
interchange; or,

b) Accompany it with a written offer, valid for at least three years, to give any third party, for a
charge no more than your cost of physically performing source distribution, a complete machine-
readable copy of the corresponding source code, to be distributed under the terms of Sections 1
and 2 above on a medium customarily used for software interchange; or,

¢) Accompany it with the information you received as to the offer to distribute corresponding source
code. (This alternative is allowed only for noncommercial distribution and only if you received
the program in object code or executable form with such an offer, in accord with Subsection b
above.)

The source code for a work means the preferred form of the work for making modifications to it. For an
executable work, complete source code means all the source code for all modules it contains, plus any
associated interface definition files, plus the scripts used to control compilation and installation of the
executable. However, as a special exception, the source code distributed need not include anything that is
normally distributed (in either source or binary form) with the major components (compiler, kernel, and
so on) of the operating system on which the executable runs, unless that component itself accompanies the
executable.

If distribution of executable or object code is made by offering access to copy from a designated place,
then offering equivalent access to copy the source code from the same place counts as distribution of the
source code, even though third parties are not compelled to copy the source along with the object code.

4. You may not copy, modify, sublicense, or distribute the Program except as expressly provided under
this License. Any attempt otherwise to copy, modify, sublicense or distribute the Program is void, and
will automatically terminate your rights under this License.

However, parties who have received copies, or rights, from you under this License will not have their
licenses terminated so long as such parties remain in full compliance.

5. You are not required to accept this License, since you have not signed it. However, nothing else grants
you permission to modify or distribute the Program or its derivative works. These actions are prohibited
by law if you do not accept this License. Therefore, by modifying or distributing the Program (or any
work based on the Program), you indicate your acceptance of this License to do so, and all its terms and
conditions for copying, distributing or modifying the Program or works based on it.

6. Each time you redistribute the Program (or any work based on the Program), the recipient
automatically receives a license from the original licensor to copy, distribute or modify the Program
subject to these terms and conditions. You may not impose any further restrictions on the recipients’
exercise of the rights granted herein. You are not responsible for enforcing compliance by third parties
to this License.

7. If, as a consequence of a court judgment or allegation of patent infringement or for any other reason
(not limited to patent issues), conditions are imposed on you (whether by court order, agreement or
otherwise) that contradict the conditions of this License, they do not excuse you from the conditions of
this License. If you cannot distribute so as to satisfy simultaneously your obligations under this
License and any other pertinent obligations, then as a consequence you may not distribute the Program
at all. For example, if a patent license would not permit royalty-free redistribution of the Program by
all those who receive copies directly or indirectly through you, then the only way you could satisfy
both it and this License would be to refrain entirely from distribution of the Program.
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If any portion of this section is held invalid or unenforceable under any particular circumstance, the
balance of the section is intended to apply and the section as a whole is intended to apply in other
circumstances.

It is not the purpose of this section to induce you to infringe any patents or other property right claims or
to contest validity of any such claims; this section has the sole purpose of protecting the integrity of the
free software distribution system, which is implemented by public license practices. Many people have
made generous contributions to the wide range of software distributed through that system in reliance on
consistent application of that system; it is up to the author/donor to decide if he or she is willing to
distribute software through any other system and a licensee cannot impose that choice.

This section is intended to make thoroughly clear what is believed to be a consequence of the rest of this
License.

8. If the distribution and/or use of the Program is restricted in certain countries either by patents or by
copyrighted interfaces, the original copyright holder who places the Program under this License may
add an explicit geographical distribution limitation excluding those countries, so that distribution is
permitted only in or among countries not thus excluded. In such case, this License incorporates the
limitation as if written in the body of this License.

9. The Free Software Foundation may publish revised and/or new versions of the General Public License
from time to time. Such new versions will be similar in spirit to the present version, but may differ in
detail to address new problems or concerns.

Each version is given a distinguishing version number. If the Program specifies a version number of this
License which applies to it and “any later version”, you have the option of following the terms and
conditions either of that version or of any later version published by the Free Software Foundation. If the
Program does not specify a version number of this License, you may choose any version ever published
by the Free Software Foundation.

10.If you wish to incorporate parts of the Program into other free programs whose distribution conditions
are different, write to the author to ask for permission. For software which is copyrighted by the Free
Software Foundation, write to the Free Software Foundation; we sometimes make exceptions for this.
Our decision will be guided by the two goals of preserving the free status of all derivatives of our free
software and of promoting the sharing and reuse of software generally.

NO WARRANTY

11.BECAUSE THE PROGRAM IS LICENSED FREE OF CHARGE, THERE IS NO WARRANTY
FOR THE PROGRAM, TO THE EXTENT PERMITTED BY APPLICABLE LAW. EXCEPT
WHEN OTHERWISE STATED IN WRITING THE COPYRIGHT HOLDERS AND/OR OTHER
PARTIES PROVIDE THE PROGRAM “AS IS” WITHOUT WARRANTY OF ANY KIND,
EITHER EXPRESSED OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.
THE ENTIRE RISK AS TO THE QUALITY AND PERFORMANCE OF THE PROGRAM IS
WITH YOU. SHOULD THE PROGRAM PROVE DEFECTIVE, YOU ASSUME THE COST OF
ALL NECESSARY SERVICING, REPAIR OR CORRECTION.

12.IN NO EVENT UNLESS REQUIRED BY APPLICABLE LAW OR AGREED TO IN WRITING
WILL ANY COPYRIGHT HOLDER, OR ANY OTHER PARTY WHO MAY MODIFY AND/OR
REDISTRIBUTE THE PROGRAM AS PERMITTED ABOVE, BE LIABLE TO YOU FOR
DAMAGES, INCLUDING ANY GENERAL, SPECIAL, INCIDENTAL OR CONSEQUENTIAL
DAMAGES ARISING OUT OF THE USE OR INABILITY TO USE THE PROGRAM
(INCLUDING BUT NOT LIMITED TO LOSS OF DATA OR DATA BEING RENDERED
INACCURATE OR LOSSES SUSTAINED BY YOU OR THIRD PARTIES OR A FAILURE OF
THE PROGRAM TO OPERATE WITH ANY OTHER PROGRAMS), EVEN IF SUCH HOLDER
OR OTHER PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGES.
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END OF TERMS AND CONDITIONS
How to Apply These Terms to Your New Programs

If you develop a new program, and you want it to be of the greatest possible use to the public, the best way
to achieve this is to make it free software which everyone can redistribute and change under these terms.

To do so, attach the following notices to the program. It is safest to attach them to the start of each source
file to most effectively convey the exclusion of warranty; and each file should have at least the
“copyright” line and a pointer to where the full notice is found.

<one line to give the program’s name and a brief idea of what it does.>
Copyright (C) 19yy <name of author>

This program is free software; you can redistribute it and/or modify it under the terms of the GNU
General Public License as published by the Free Software Foundation; either version 2 of the
License, or (at your option) any later version.

This program is distributed in the hope that it will be useful, but WITHOUT ANY WARRANTY;
without even the implied warranty of MERCHANTABILITY or FITNESS FOR A PARTICULAR
PURPOSE. See the GNU General Public License for more details.

You should have received a copy of the GNU General Public License along with this program; if
not, write to the Free Software Foundation, Inc., 59 Temple Place, Suite 330, Boston, MA 02111-
1307 USA

Also add information on how to contact you by electronic and paper mail.

If the program is interactive, make it output a short notice like this when it starts in an interactive mode:

Gnomovision version 69, Copyright (C) 19yy name of author

Gnomovision comes with ABSOLUTELY NO WARRANTY:; for details type ‘show w’.

This is free software, and you are welcome to redistribute it under certain conditions; type ‘show ¢’
for details.

The hypothetical commands ‘show w’ and ‘show ¢’ should show the appropriate parts of the General
Public License. Of course, the commands you use may be called something other than ‘show w’ and
‘show c’; they could even be mouse-clicks or menu items--whatever suits your program.

You should also get your employer (if you work as a programmer) or your school, if any, to sign a
“copyright disclaimer” for the program, if necessary. Here is a sample; alter the names:

Yoyodyne, Inc., hereby disclaims all copyright interest in the program ‘Gnomovision’ (which
makes passes at compilers) written by James Hacker.

<signature of Ty Coon>, 1 April 1989
Ty Coon, President of Vice

This General Public License does not permit incorporating your program into proprietary programs. If
your program is a subroutine library, you may consider it more useful to permit linking proprietary
applications with the library. If this is what you want to do, use the GNU Library General Public License
instead of this License.

A Caution!

The instrument will not function if changes are made to the source code.
Therefore, Sysmex does not recommend or support any changes to the device
source code.

Sysmex CS-2000:/CS-2100: Software Guide 10-5



CHAPTER 10 GNU General Public License

Blank page

10-6

Sysmex CS-2000:/CS-2100; Software Guide

Revised April 2013



Revised April 2013

Index

Index
A
Add reagent lot information...........ccccoceveniinennen. 8-45
Add/edit conditions for redilution and repeat

ANAIYSES ..o 8-84
Adding a new 1ot .......cocoeviiieeii e 6-16
Adding assay groups .........cceeeeerereeeerneeesnneennnes 8-52
Adding CONrOIS .......ccveviiiii i 8-89
Adding/deleting marks .......ccccccceeveeeeniee e, 3-14
Adding/editing a reflex test condition................... 8-80
Adding/editing tabs ...........cccocoiiiiiiii 6-23
AlGIM e 8-7
Aspiration Mode.........ooccveieeiiiienee e 8-19
Assay parameter deletion..........cccccceeevieiineennen. 8-79
Assay parameter settings ........ccccceeevviieeeeeieieeen. 8-55
AULO OULPUL .. 8-13
Auto QC setting ....cooeerieeiieei e 6-14
Auto validation ... 8-12
B
Backing up all data ........ccccoceeviiiiiieeeeee 9-3
Backing up only updated data since

the last backup .........eeeeveveiiiiiiiiiiiiiieieees 9-1
Backing up reagent lot information .................... 8-45
Backing up reagent masters.............ccccveeiiinnens 8-41
Backing up setting values/analysis results ........... 9-1
Backing up system setting values............c..c..c.... 8-30
Barcodes........cocoviiiiiii e 8-23
Basic settings........c.cocvviiiii e 8-53
BrowSer.....ccuviiiiiii e 4-1
Browser main window display...........c.c.cceevverennee. 4-1
C
Calib. INfO..iiiiiiii 7-20
Calibration CUIVe .......ccceviveiieeiiieeeee e 7-1
Calibration curve calculation specifications ........ 7-21
Calibration curve order registration............c.c.c...... 7-2
Categories in the setting parameter tree .............. 8-4
Change CUrSOr ........cccoiiiiiieie e 6-10
Change scale..........cccoeeiiiiiiiiiie e, 6-19
Change the order sequence of assay group....... 8-51
Changing display data ........c.cccocvereeniiinieeniene. 6-19
Changing IotS........coceeiiiiiee e 6-18
Changing passwords ..........coccvereeeenieeenieeee e 8-35
Changing the order screen ............cccocoeeiiieieennenn. 2-7
Check the reagent set positions .............ccccceene. 5-1
Checking QC error data.........cceveerceerieeneenienen, 6-8
Content displayed on the order registration

o] (== o (RO 2-4
Content displayed on the Reagent screen............ 5-1
Copy reagent lot information..........ccc.cceeeviveennen. 8-45
Copying assay groups .......cccceeerveeernreresnneesnnneas 8-51
Customize (Browser) ........cccecveieerieenieeneeneenne 4-14
Customize (Order Registration) ...........cccceevevrneene 2-9
Customize display..........cceeeeeveireerieeniieseeeeene 6-23

Customizing display conditions............cccccceeeuneen. 3-23
Customizing displayed parameters...........c......... 3-22
Customizing the joblist screen ............ccccceennennee. 3-22
D

Date setting........coooviiiiiiiie e

Delete (Calibration Curve)
Delete (Quality Control)

Delete redilution analysis conditions................... 8-86
Delete repeat analysis conditions .............c......... 8-86
Delete USEr......cooveviiiiiiei e 8-35
Deleting a reagent.........ccoociiieiiiiiiieieeeeeee 8-41
Deleting a reagent 1ot .........cccveeiiiiieiiiiieee 8-47
Deleting assay groups........c.ccoeceeveeerieeneesieennens 8-51
Deleting displayed analysis results ..................... 3-17
Deleting tabs (Browser).........ccocceeveerveineenennnnen. 4-17
Deleting tabs (Quality Control).......cc.cccoeeeriennnen. 6-25
Detail display.........ccooviieeiiiiiiiiieiieeeeeeee 4-11
Detailed display..........cccoeeriiiiieeiieiieiee e 7-12
Detailed display of graphics and analysis

FESUIS ..o 4-20
Detailed graphical display ..........cccceeveerieeeirnenn. 4-18
Detailed printing ..o
Detailed settings........cceeeviiiiiieiiiieeeee
Display analysis results
Display language...........cccceeiiiiieiiiiiin e
Display of the STAT order registration screen ....2-
Displaying calibration curves...........c.ccccveeveiieenne 7-5
Displaying detailed reagent information.............. 8-44
Displaying the settings screen ...........ccccoeiieeeenes 8-2
E
Edit. e 7-15
Edit reagent information ..............ccccoo i 5-12
Edit reagent lot information .............cccocieiiis 8-45
Editing calibration curves ..........c.ccoeceviieeiiiennne 7-15
Editing sample information............cccccevveiiieennnne 3-18
EXPOIt...coiiiiiieii e 4-13, 6-22
Exporting analysis results ...........cccccceeeiiiineennne 3-21
Exporting assay groups........ccceeeeeeeseeenneeessneeens 8-52
F
Filter/Sort/View Settings dialog boX ........cccccve... 3-24
FiNd e 3-12
Formula calculation settings............cccccoceeerneen. 8-100
G
GNU General Public License ...........cccceeeernnenne 10-1
Graphical display of assay groups ........cccccceeevueen. 4-4
H
Hazard information in this manual.............c........... 1-3
HC OUIPUL ..o 4-13
HIL check Settings.........ccccveiieeinieiiiee e 8-9

Sysmex CS-2000:/CS-2100: Software Guide



Index

Holder calibration curve analysis order P
reglstratlon............_ ....... e 2-24 PHNE (BIOWSEI) .- vvveeeeeeeeeeeeeeeeeseeee e 4-12
Holder QC order registration.............................. 229 print (Calibration CUINVE)........evveeeerereeeeeeerrreen 7-20
HOSt COMPULET ... 8-25 Print (QUAlity CONTON . vvvveeeeroeeeeeeeeeseeeeeeeere. 6-21
I Print Report .......ccooovieiiiee e 6-20
Printer......coooi 8-29
Icon seleCtion.........ooiiiiieeeieeeee e 8-36 Printing anaiysis FESUIS oneooee e, 3-15
Identification of reagent racks and reagent Printing SCreen images...........ceueveveceevevseeseeeesenenns 9-8
[10] 0[] £ 7S 5-7 Printing System Setting ValUCS ..o 8-30
Initialization of system setting values.................. 8-30  Protected NAMES ........c.ccueveeeeeeeeeceeeeeeeeeceereaeneans 1-4
Inputting the rack number .............ccccveiiiieneinne 2-8
Institution settings .........c.ccoovveviiiiniicc 85 Q
Instrumer\t INFOMAtON .ovvveeeeeeeesrersssssssnns 8-18 QC barcode setting .......cccveveerieeieenicieeeenee 6-15
INtrodUCHON ... 1-1 QC charts display SCreeN .............orrrveereveerrrrreeeee 6-3
J Quality CoNtrol ........ccceeiieiiiiicce e, 6-1
Quality control settings..........cccceeeiiiiiiiiiicns 8-87
JODIIST....eeee 3-1
Joblist display ........cccceviieiiiiii i 3-2 R
Judgment rule setting .........ccccovviieiiiiiie 8-90 Reagent holder diSplay «..........orvwverrroeeeerrrereee. 5-9
L Reagent holder marking.........cccccevevceeniieenineeenne 5-11
Reagent lot master registration................ccceeeeee. 8-42
Loading assay groups Reagent master registration...............c..cceevunne. 8-37
(Updating assay groups) .............cccoceeeeeeeneenen. 8-52  Reagent SCreeN ........ccooevveeeveeeeeeereseeeeeeeseenenenes 5-1
Loading calibration CUrVes ............ccccuvirininnn. 7-19  Reagent table Structure...............ccceevvereereercrennnn. 5-6
Loading from reagent lot masters........................ 7-19  Recalculation of calculated parameters .............. 3-19
Loading presets ... 2-13  Reflex SetingS........ccovvueveceereceeeeceeeeeeeeeeeeeeeen. 8-79
Loading reagent lot information ..........cccceeeeennnnn. 8-46 Registering rack routine Sarnp|e and
Loading reagent masters ... 8-41 QC analysis Orders ..........cccceveeuerecerecrerenanans 2-15
Loading setting values/analysis values Registration of Orders...........cocccovvevrverreecrreenneenn. 2-2
(restoring) .......................................................... 9-4 Registration of reagents to the reagent
Loading SyStem Setting values.....ccooeevvvvveneeeennnne, 8-30 master/editing of registered reagent
iNformation ..........cooeeeeerieee e 8-37
M Registration of STAT orders........c.cccevveveercveennen. 2-33
Manual composition.........ccccoooiieeiiiiiiiiee e 1-2 Remaining reagent volume ..........ccccovvniniiineenn. 5-10
MONITOFING .o 8-21 Renaming tabs ..o 4-17
Repeat analysis detailed settings...........cccceeveee. 8-85
(o) Repeat analysis settings ........cccocoeeevieeiineciineenn, 8-82
(] = OO 2-1  Repeatinput.........ooi 2-19
Order input (Holder calibration curve analysis Restoring all data ..., 9-6
order registration) ..........cceeeeeeceeeeeeeecuereeeeeenn. 2-26  Restoring data for last 30 days .............cccevcenn 9-4
Order input (Holder QC order registration) ......... 2-30
Order input (registering quality control analysis S
orders manually)........cccoovvevenierinieienieeenieees 2-23 Sample aspiration .........cccccveevcvieee e 8-17
Order input (Registering rack routine sample and Sample preparation and the start of analysis......2-36
QC analysis Orders)........cccceeerrerreeeiieeeesneennns 2-15 Sample tube types .......coceriiii e 8-20
Order iNQUINY ......ooveereieieeseenie e 8-15 Sample volume check.........ccocvviiiiiiiiieee 8-11
Order Registration ..........cccccveiiviinienirieneeeieen, 2-1 Saving Presets ... 2-14
Order screen display..........ccccveerveeneeneinnieeneennen 2-2 Saving SCreen iMages........ccocvvevveeieereeeieeeseeeneen 9-8
Overview (BroWSEr) ......cccvveeeeeiiciieiieeeereee e 4-1 Screen image print 100l .........cccceviieiiiiie i, 9-8
Overview (Calibration Curve).........cccceccverieeernenn. 7-1 Searching for QC error chars.........ccccccvevieeeenneen. 6-7
Overview (JODIiSt) .......c.eeevieiiiiiiiiieeeee e 3-1 Select display conditions..........cccccceeevieeiiieeeineen. 3-10
Overview (Order Registration) .........ccccceeveeriennnen. 2-1 Set target/limit .......ccooeiiie e 6-12
Overview (Quality Control)..........ccceeeeireereerciennnn. 6-1 Set the reagent ot usage........ccoceeveeririeiieninene 5-14
Overview (Reagent Screen) .........cccceveevveeneennnnn. 5-1 STAT e 2-1
Overview (System Setup) ......ccccevveeiviieinieeenienn, 8-1 System Settings.......coocvvriiii i, 8-3
Overview of assay group settings.........cccceeenee. 8-48 SySteM SEIUP ..eoeviiieeiee e 8-1
ii Sysmex CS-2000:/CS-2100; Software Guide

Revised April 2013



Revised April 2013

Index

T
Tab addition and editing of assay groups
displayed within atab.........ccccooviiiinn. 4
Test protocol settings.........cccveveevviiei e 8
U
User management .........cccceeevcieeeeinienieee e 8
User registration/editing...........cocevveiinieenniennnns 8
ULility TOOIS ...
Vv
Validate (Calibration Curve).........cccccecvvvevierennnen. 7
Validation (BroWSEr) .......cccceeieerieeriienieenieeeeeene 4
Validation (JODIiSt) ......ccvvivieriiiiiiiieie e

Sysmex CS-2000:/CS-2100: Software Guide



Index

Blank page

Sysmex CS-2000:/CS-2100; Software Guide

Revised April 2013



	Table of Contents
	1. Introduction
	1.1 Manual composition
	1.2 Hazard information in this manual
	1.3 Protected names

	2. Order Registration
	2.1 Overview
	2.2 Registration of orders
	2.3 Registering rack routine sample and QC analysis orders
	2.4 Holder calibration curve analysis order registration
	2.5 Holder QC order registration
	2.6 Registration of STAT orders

	3. Joblist
	3.1 Overview
	3.2 Joblist display
	3.3 Display analysis results
	3.4 Validation
	3.5 Select display conditions
	3.6 Find
	3.7 Adding/deleting marks
	3.8 Printing analysis results
	3.9 Deleting displayed analysis results
	3.10 Editing sample information
	3.11 Recalculation of calculated parameters
	3.12 Exporting analysis results
	3.13 Customizing the joblist screen

	4. Browser
	4.1 Overview
	4.2 Browser main window display
	4.3 Validation
	4.4 Print
	4.5 HC Output
	4.6 Export
	4.7 Customize
	4.8 Detailed graphical display

	5. Reagent Screen
	5.1 Overview
	5.2 Check the reagent set positions
	5.3 Edit reagent information
	5.4 Set the reagent lot usage

	6. Quality Control
	6.1 Overview
	6.2 QC charts display screen
	6.3 Searching for QC error charts
	6.4 Checking QC error data
	6.5 Change cursor
	6.6 Set target/limit
	6.7 Auto QC setting
	6.8 QC barcode setting
	6.9 Delete
	6.10 Adding a new lot
	6.11 Changing lots
	6.12 Change scale
	6.13 Changing display data
	6.14 Print report
	6.15 Print
	6.16 Export
	6.17 Customize display

	7. Calibration Curve
	7.1 Overview
	7.2 Calibration curve order registration
	7.3 Displaying calibration curves
	7.4 Validate
	7.5 Detailed display
	7.6 Edit
	7.7 Print
	7.8 Calib. Info.
	7.9 Delete
	7.10 Calibration curve calculation specifications

	8. System Setup
	8.1 Overview
	8.2 Displaying the settings screen
	8.3 System settings
	8.4 User management
	8.5 Reagent master registration
	8.6 Reagent lot master registration
	8.7 Overview of assay group settings
	8.8 Basic settings
	8.9 Reflex settings
	8.10 Repeat analysis settings
	8.11 Quality control settings
	8.12 Test protocol settings
	8.13 Formula calculation settings

	9. Utility Tools
	9.1 Backing up setting values/analysis results
	9.2 Loading setting values/analysis values (restoring)
	9.3 Screen image print tool

	10. GNU General Public License
	Index

