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Preface

Thank you for purchasing the HLC-723RP Glycohemoglobin Reporting Software Program. This
document comprises the operation manual for the Reporting Program designed for use with the
Glycohemoglobin Analyzer.

This software can be used only with HLC-723G7 or HLC-723G8.

To ensure correct operation of the HLC-723RP Reporting Software Program, operators are
recommended to carefully read and familiarize themselves with the G7 and G8 Operators Manual,
its safety precautions and basic operating procedures.

The information displayed with the following symbols is designed to alert the user to important
precautionary points regarding operation.

A Caution Cautions are designed to alert the user to potential hazards in system
operation that can cause personal harm or damage to property.

These are designed to alert the user to potential operational errors or to
@ provide helpful hints on getting the most from system operation.

ACaution

Users are recommended to carefully read and familiarize themselves with the information
in this manual to ensure proper and safe operation of the Glycohemoglobin Analyzer and
the Reporting Software Program.

Keep the application CD-ROM in a secure location where it is always available for use as a
reference.

All safety precautions outiined in this manual must be strictly adhered to.

This program manages resulis and patient information by barcode information.

Please use a barcode for specimens and please do not use duplicate barcodes.

When barcodes are duplicated, editing patient information will affect all results which have the
same barcode. Please check that there is no duplicate barcodes before editing patient
information.

The barcode containing the character “@” can not be used in the Thalassemia mode. This
software uses this character for another purpose.
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Terms of Use for the User’s Guide

The information contained herein is subject to change without prior notification due to
ongoing improvements to system performance and functionality.

Users are forbidden from reselling or distributing this application to a third party.

Users are requested to immediately notify a Tosoh Bioscience technical support specialist
if they notice any discrepancies, emrors or omissions in the information provided herein.
The information contained in this manual may not be copied or transferred, in whole or

in part, without the express written permission of Tosoh Corporation.

TRADEMARKS

Microsoft Windows, and Windows XP are interationally registered trademarks of
Microsoft Corporation. (USA). Other product and company names mentioned in this
document are the registered trademarks of their respective companies.
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1 Basic System Precautions

1.1 Registering Operations

The HLC-723RP Reporting Program requires the operators to register the application
before commencing operations. Operator registration information is entered in the system

log file.

A Caution Only those persons that have undergone proper training should be
registered as an operator.

1.2 Training for System Operation

A Tosoh Bioscience representative will install the HLC-723RP Reporting Program and
follow the user’s guide for basic system orientation. It is important that system operators be
thoroughly trained in the operation of this application and the analyzer unit.

For diagnostic purposes, the results obtained from this application should be used in
conjunction with other data.

1.3 Transmission Format Compatibility

This application may be used for transmitting data between the G7/G8 Analyzer and a
host computer in configurations where it is connected to both. This application is designed
to output assay resulis to the host computer based on the G7/G8 transmission
specifications. However, that does not guarantee communication. It may not be able to
communicate depending on the specifications of the host computer.

14 System Management

Please check the G7/G8 Instrument settings before use. In order to obtain correct results, it
is important to use the instrument and the reagents in accordance with the G7/G8
Operation Manual. The Automatic Transmit must be tumed on. On the G7 this is found on
page 3 under parameter. On the G8 this is found on the RS232 screen.

PROCEDURE FOR G7: PROCEDURE FOR G8:
Press Menu Press Menu

Press Parameter Press Utility

Scroll down twice to page 3 Press RS232

Press AUTO TRANS and an asterisk will appear Press AT TRANS

Press 1 and Enter

The RS232 settings must specify ‘RAW mode in both the G7 and G8
PROCEDURE:

Press Menu

Press Utility

Press RS232

Press RAW so itis back-highlighted
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15 Definitions

Terms used in this manual are defined below.

HbAlc

HbAL

Protocol

Host computer

Query

EMF
Real time printing
Trend chart

QC Materials

Identical in meaning to SA1c.

T-Al (Total-A1%) represents the sum of Ala%, Alb% and
SA1c%. The components to be summed are selected by
entering the appropriate settings in the Environment Settings
screen.

Transmission format.

LIS

The instrument requests the assay schedule from the HOST
computer, when a specimen barcode is read.

EMF means enhanced metafiles .
Printing of the results immediately after receiving them.
Line chart of personal result history.

Materials with known-values used for confirming that instruments
are meeting specifications.
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2 System Description

2.1 Introduction

This application is used to data manage the results from different configurations comprising either a
single or two Glycohemoglobin Analyzers. Itis designed to store and manage the received data
and makes reports as necessary. It can also be used to send the results to a host LIS computer.

2.2 System Configuration

HLC-723RP is designed to connect up to two Glycohemoglobin Analyzers and is equipped with two
transmission protocols. One transmission protocol is HLC-723 RP protocol (see Fig. A), used when
connecting to the host computer with a single transmission line, and the other protocol is the G7/G8
protocol (see Fig. B), used when connecting to the G7/G8 using their transmission specifications.

Transmissions between G7/G8 and PC uses the G7/G8's Raw mode protocol found under the

RS232 screen.
Transmissions between PC and host computer use the high-Level mode protocol or HLC-723RP
protocol.
A) HLC-723RP Protocol Host Computer

G7/G8 #1 RAW PC

HLC-723RP
RAW 723RP Protocol
G7IG8 #2

* Specimen queries are enabled.

B) HLC-723G7/G8 Protocol
Host Computer
RAW HI-LEVEL
GTIG8 #1 PC
HLC-723RP HI-LEVEL
GT/G8 #2 RAW

* Specimen queries are enabled.

** Version 2.xXXE can not use this configuration.
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2.3 Equipment Required by the Reporting Program

Please ensure this application is installed on the type of personal computer recommended by Tosoh.
Note that the Reporting Software does not include a printer or transmission cables as standard
accessories.

Please provide the necessary equipment for connecting the PC to a host computer and printing
analysis reports. The equipment required will depend upon the number of Glycohemoglobin
Analyzers and related systems included in the system operation configurations.

Whie the equipment required depends on the type of configuration installed, all necessary
equipment is included in the list below. Contact authorized representative for detalled equipment
specifications.

Equipment

Designated PC DELL Optiplex GX520, DELL Optiplex GX620

Operating System  Windows XP Professional

CPU Pentum4 28-34GHz

Memory 1GB

Hard drive 80—-160GB

Serial Port 2 ormore if the PC is interfaced to HOST

RS232C cable (9-pin x 9-pin cross)  Analyzer to CPU

RS232C cable (9-pin x 25 or 9-pin cross) CPU to Host

USB-SERIAL converter- if two Glycohemoglobin Analyzers are to be connected with a USB port
USB cable (1.8m)

Cut-Sheet Printer

2.4 Restrictions

Barcodes must be used when operating in the query mode.

The application software recognizes where to store results by use of the barcode so that the same
barcode for another specimen should not be used.

The barcode containing the character “@” can not be used in Thalassemia mode.

The real time report function automatically prints reports when assay results arrive from the
Glycohemoglobin Analyzer.
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3 Installing and Running the Application

3.1 Installing Application

A Caution The installa_tion and setup procedures are performed by an authorized
representative.
Contact must be made to the authorized representative whenever moving
the system to a new location, regardless of proximity.

The reporting program the HLC-723RP has three different version 2.xxS, 2.xxE and 2xxDS for
same version number 2xx. The following programs shown in Table 1 are contained in the CD-
ROM. Table 2 shows appropriate program version numbers to be applied in accordance with
the connection structure. There are 3 folders in the CD-ROM as shown in the Table 1 below.

Tablel HLC-723RP CD-ROM

FolderName | Software Program Version Number
Contents of the G7 Ver. 2.09S
HLC-723RP CD-ROM G8 Ver. 2.09E
DS-120 (*) Ver. 2.09DS

(*) The DS-120 is a sample transportation unit which is available only in Japan, and it is connected between a
Tosoh GHb analyzer and a glucose analyzer supplied by another company in Japan.

Table 2 Program Version Number for each connection structure

Connection structure Program Version Number
to be applied
G7 Ver. 2.09S
G7-G7 Ver. 2.09S
G7-G8 Ver. 2.09S
G8 Ver. 2.09S

(In the case the communication protocol will not
be changed from that used for the G7 even the
G7 is replaced with the G8)

G8-G8 Ver. 2.09S
(In the case the communication protocol will not
be changed from that used for the G7 even the
G7 is replaced with the G8)

G8 Ver. 2.09E
(In the case the RP will be newly installed or the
current communication protocol will be changed
accompanying a replacement of the G7s with
the G8s)

G8-G8 Ver. 2.09E
(In the case the RP will be newly installed or the
current communication protocol will be changed
accompanying a replacement of the G7s with
the G8s)

When using the program Ver. 2.09S for the G8, please note that the “TRANS G5/7 MODE"
parameter in the instrument should be set to 7 (G7 communication format) and the seventh digit
of the “#OPTION M" should be set to 1 (“0" will be transmitted to the host computer as the area%
value if an error occurs).
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The setup does not launch automatically when the CD-ROM is inserted in the CD drive.

There are three folders in CD-ROM. Double-click “Setup.exe” in the G7/G8 root folder.

Setup installs the application in the “C:\Copula” folder using the folder/file configuration shown below.
Refer to the printer instructions to install the Printer Driver.

Copula(CopulaG8) Program files
— Data Assay data folder
SPEC.mdb Result database
— Documents Operation documentation in HTML format
— Log Operation and transmission log files
— Picture Temp folder for image files
— Resource Language resource files
—  Settings Settings folder
Copula.ini General settings
Copula Search.ini Registered find conditions
Environment.ini Environment settings
L— System System folder
SPEC.org Specimen database template
Operator. mdb User management database
QC.mdb QC data management database
QC.og QC database template
Print. mdb Temporary database for report
Real Print. mdb Temporary database for real ime report

Recorded PID.mdb  Patient ID management database

representatives. Contact must be made to the authorized representative

Acaution The installation and setup procedures are performed by authorized
whenever moving the system to a new location, regardless of proximity.

Caution Assay data is stored in the “Data’ folder.
Note that system may not work properly if the folders are deleted.
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3.2 Connecting Cables

The connecting of cables is performed by the authorized representative using the following
procedures.

Connecting USB-SERIAL Converter
If the serial port is not available on the PC, the USB port can be used as a serial port through the
USB-SERIAL converter.

Connecting RS232C Cable
Note that the serial port number changes by the connection order of USB, when the USB-SERIAL
converter is used.

3.3 Registering Operators

The Administrator can register operators for the application by the User Manager, as follows:
Select All Programs from the Start menu, and then click User Manager in the HLC-723RP
menu. Enter password and click the OK button. An authorized representative will perform the
installation and provide the Administrator with the User Manager password.

<= HLG-723RP Administrator Login X

Flease Input Administrator Password

Dk | Cancel |

Administrator Password Entry
Note: The default user nameis ‘root. If oot is used a password is not needed.

Enter information in all required fields using alphanumeric characters. If a password is desired use
the Regjistration screen by entering a Name, and choosing a Password and Permission.

=2 HLG-723RP Reeistration

UserMame And Permission
Mame Fassword Comment Fermission |

1 Default User System Engineer

2

3

4

a

B -
4 [v[ ]

Delete Close
User Registration

Page 13/71



34 Application Startup
Use the Start menu or click the desktop icon to start the HLC-723RP Reporting Program.

HLC-723RP Shortcut Icon

Enter user name and Glycohemoglobin Analyzer Analysis mode in the following screen.
For Analysis mode choose Variant from the drop down menu

ﬁ Logon [5_(|

Useriame -

Password |

Analysis mode| j
0K | Cancel ‘
Log on and Mode Select
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4 Options Environment Settings

41 QC

Refer to section 7 for a detailed description of the QC management tab in the Environment

Settings screen.

4.2 Environment

The Environment tab is used to manage specifications in the system environment.

Follow the instructions provided at the bottom of the screen, when choosing the needed option.

HE HLG-723RP [ Variant

Database  Result List

Result View

Fepart

Levey Jennines

1 root

Wiew Help

Trend |

Find |

Upload | Options

Result Report v| Restore Cell ‘

Show SPEC. mdb

DiateTime
115

2 20041115 10061.26
320041114 10:60.07
4 200411114 10:49.52
5 200411113 10:49:38
B 2004M1/1310:49:23
720041113 10:49:08
8 2004M11210:4818
g 200411112 10:48:04
10 200411011 10:47:27
11 200411011 10:47:12
12 200411111 10:46:58
13 2004M11010:45.50
14 20041110 10:45.44
15 200411/09 10:44.58
16 2004r11/09 1004443
17 2004r11/0910:44.28
18 20041108 1004413
19 200411/08 10:42:59
20 2004711/08 10:42:44
21 2004111/08 10:42:30
22 200411/0810:42:15
23 200411408 10:42.00
24 200411/07 10:41.08
25 2004M1/06 10:4017
26 200401106 10:40:02
27 2004r1 106 10:39.47
28 20041105 10:35.44
29 2004111i05 10:38:29
30 200411/0410:37:13
31 2004111i04 10:36:58
32 200411i04 10:36:43
33200411403 10:33:21
34 200411003 10:33.08
35 200411403 10:32.51
36 20041103 1003236

Barcode

111020051632
111020051532
38542108
38542108
38542108
38542108
38542106
38542106
38542106
38542106
38542108
38542108
38542108
38542108
38542108
38542108
38542106
38542106
38542106
38542106
38542108
38542108
38542108
38542108
38542108
38542108
38542106
38542106
38542106
38542106
38542108
38542108
38542108
38542108
38542108

F SAlc

16
45
46
46
46
45
45
45
45
46
46
46
45
46
45
45
46
45
46
45
46
46
45
46
45
46
46
45
45
45
46
46
46
45
45

| »

El
Y Analyte Value -]
= Communication
= 1zt Ihetrument
Name: Thstrument]
Port GOMZ2
Baudrate 9600bps —
Data lenath 8bit
Stop bit 1hit
Parity MOM
Flow Gontrol H-OFF
B 2nd Instrument
Name Instrument?
Port GOMS
Baudrate 9600bps
Data length Bhit
Stop bit 1bit
Parity MOM
Flow Contral H#-OFF
] Tst Host Gomputer
Port COM?
Baudrate 9600bps
Data length Bhit
Stop bit 1bit
Parity MOM
Flow Contral H#-OFF
] Znd Host Computer
Port disconnect
Baudrate 9600bps
Data length Bhit -
S bin i
< [
Explanation
RS232C Setings
YWhen a communicative setup is changed, pleage re-start this application
- Emvironment | 9C
B

Environment Settings Screen
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The environment Settings parameters are listed in the table below for version 2.xxS.
Before using system, the following parameters need to be set:

Communication RS232C Settings

1stinstrument Use same settings as analyzer.

Name Enter analyzer name.

Port Enter Com port number.

Baud rate Enter same transmission speed as analyzer.
Data length Use same settings as analyzer.

Stop hit Use same settings as analyzer.

Parity Use same settings as analyzer.

Flow control (yes/no) Use same settings as analyzer.

2nd instrument Use same settings as analyzer.

Name Enter analyzer name.

Port Enter Com port number.

Baud rate Enter same transmission speed as analyzer.
Data length Enter Data Length.

Stop hit Use same settings as analyzer.

Parity Use same settings as analyzer.

Flow control (yes/no) Use same settings as analyzer.

1st host computer Use same settings as host.

Port Enter Com port number.

Baud rate Enter same transmission speed as host.
Data length Use same settings as host.

Stop hit Use same settings as host.

Parity Use same settings as host.

Flow control (yes/no) Use same settings as host.

2nd host computer Use same settings as host.

Port Enter Com port number.

Baud rate Enter same transmission speed as host.
Data Length Use same settings as host.

Stop hit Use same settings as host.

Parity Use same settings as host.

Flow control (yes/no) Use same settings as host.

HOST Connection Method Protocol depends on line type.

GHb Com format G5 or G7 format

Connection method Unity- one cable connection

Query (yes/no) Select whether or not to allow specimen queries.
QCQuery (yes/no) Select whether or not to allow control queries.
Auto upload (yes/no) Select whether to automatically send results to host.

Instrument Information

Enter analyzer information settings.

Composition of instrument

Do not modify after operation commences.

No. of sample number length

Do not modify after operation commences.

GA:protocol Do not modify after operation commences.

Print Conditions Entered information for printing.

Add patient information Add patient information to printout.

Total Area Option Indicate presence of addition for each Component using “0” or “1".
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Automatic Report Prints results real time.

1 data/page default Specify paper.

TM-J2000 (yes/ino) Specify whether printer is available.
Paper size (Ad/Letter) Specify printer paper size.

Patient Header right Enter customized comment.
Patient Header center Enter customized comment.
Patient Header left Enter customized comment.

List Header right

Enter customized comment.

List Header center

Enter customized comment.

List Header left

Enter customized comment.

Trend Header right

Enter customized comment.

Trend Header center

Enter customized comment.

Trend Header left Enter customized comment.

QC Header right Enter customized comment.

QC Header center Enter customized comment.

QC Header left Enter customized comment.

Footer right Enter customized comment.

Footer center Enter customized comment.

Footer left Enter customized comment.

Entile comment Enter customized comment .

Format of date Normally, do not change.

Format of ime Normally, do not change.

Checking results Color codes cell background color according to assay results.
For Result List Recorded on worksheet of assay results list
Ala Specify whether to check value Ala.
Marker Central value

+- Central value + value

Alb Specify whether to check value Alb.
Marker Central value

+- Central value + value

F Specify whether to check value F.
Marker Central value

+- Central value + value

LAlc Specify whether to check value LA1c.
Marker Central value

+- Central value + value

SAlc Specify whether to check value SA1c.
Marker Central value

+- Central value + value

AO Specify whether to check value AOQ.
Marker Central value

+- Central value + value

T-Al Specify whether to check value T-Al.
Marker Central value

+- Central value £ value

A2 Specify whether to check value A2.
Marker Central value
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+- Central value + value

Glu Specify whether to check value Glu.
Marker Central value

+- Central value + value

For Trend Chart (Statistics)

Alc

Line for threshold value displayed for Alc.

Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

F Line for threshold value displayed for F.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

A2 Line for threshold value displayed for A2.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

Glu Line for threshold value displayed for glucose.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

Chromatogram conditions Effective for chromatogram Y axis settings.
X max (min) Factory defaultis 1.2

X min (min) Factory defaultis 0.0

Y max (%) Factory default is 50

Y min (%) Factory defaultis O

Correlation Chart Adjusts correlation chart.

Alc Line color Specifies line color.

Shape of Alc mark Specifies mark shape.

Zone Factor Line indicating border position entered using 1 SD.
Lot Checks expiry date when application is started.
HWS ot (1) Lot number listed on label

Period Expiration listed on label

Eluent 1lot (1) Lot number listed on label

Period Expiration listed on label

Eluent2lot (1) Lot number listed on label

Period Expiration listed on label

Eluent 3 lot (1) Lot number listed on label

Period Expiration listed on label

Columnlot (1)

Lot number listed on label

Calibrator lot (1)

Lot number listed on label

Period

Expiration listed on label

HWS lot (2)

Lot number listed on label
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Period

Expiration listed on label

Eluent 1lot (2)

Lot number listed on label

Period

Expiration listed on label

Eluent2lot (2)

Lot number listed on label

Period

Expiration listed on label

Eluent 3ot (2)

Lot number listed on label

Period

Expiration listed on label

Columnlot (2)

Lot number listed on label

Cadlibrator lot (2) Lot number listed on label
Period Expiration listed on label
Screen Specifies display font.
Font Factory default is Arial.
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The environment Settings parameters are listed in the table below for version 2.xxE.
Before using system, the following parameters need to be set:

Communication RS232C Settings

1stinstrument Use same settings as analyzer.

Name Enter analyzer name.

Port Enter Com port number.

Baud rate Enter same transmission speed as analyzer.
Data length Use same settings as analyzer.

Stop hit Use same settings as analyzer

Parity Use same settings as analyzer.

Flow control (yes/no) Use same settings as analyzer.

2nd instrument Use same settings as analyzer.

Name Enter analyzer name.

Port Enter Com port number.

Baud rate Enter same transmission speed as analyzer.
Data length Enter Data Length

Stop hit Use same settings as analyzer.

Parity Use same settings as analyzer.

Flow control (yes/no) Use same settings as analyzer.

Host computer Use same settings as host.

Port Enter Com port number.

Baud rate Enter same transmission speed as host.
Data length Use same settings as host.

Stop hit Use same settings as host.

Parity Use same settings as host.

Flow control (yes/no) Use same settings as host.

HOST Connection Method

Protocol depends on line type.

Query (yes/no) Select whether or not to allow specimen queries.
QCQuery (yes/no) Select whether or not to allow control queries.
Auto upload (yes/no) Select whether to automatically send results to host.
Instrument Information Enter analyzer information settings
Compoasition of instrument Do not modify after operation commences.
No. of sample number length Do not modify after operation commences.
Print Conditions Entered information for printing.
Add patient information Add patient information to printout.
Indicate presence of addition for each Component using “0” or “1’
Total Area Option setting.
Automatic Report Prints results real time
1 data/page default Specify paper
TM-J2000 (yes/no) Specify whether printer is available.
Paper size (Ad/Letter) Specily printer paper size.
Patient Header right Enter customized comment
Patient Header center Enter customized comment
Patient Header left Enter customized comment

List Header right

Enter customized comment

List Header center

Enter customized comment

List Header left

Enter customized comment
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Trend Header right

Enter customized comment

Trend Header center

Enter customized comment

Trend Header left Enter customized comment

QC Header right Enter customized comment

QC Header center Enter customized comment

QC Header left Enter customized comment

Footer right Enter customized comment

Footer center Enter customized comment

Footer left Enter customized comment

Entile comment Enter customized comment

Format of date Normally, do not change.

Format of ime Normally, do not change.

Checking results Color codes cell background color according to assay resullts.
For Result List Recorded on worksheet of assay results list
Ala Specify whether to check value Ala.
Marker Central value

+- Central value + value

Alb Specify whether to check value Alb.
Marker Central value

+- Central value + value

F Specify whether to check value F.
Marker Central value

+- Central value + value

LAlc Specify whether to check value LA1c.
Marker Central value

+- Central value + value

SAlc Specify whether to check value SA1c.
Marker Central value

+- Central value + value

AO Specify whether to check value AO.
Marker Central value

+- Central value + value

T-Al Specify whether to check value T-AL.
Marker Central value

+- Central value + value

A2 Specify whether to check value A2.
Marker Central value

+- Central value + value

Glu Specify whether to check value Glu.
Marker Central value

+- Central value + value

For Trend Chart (Statistics)

Alc Line for threshold value displayed for Alc.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

Page 21/71




F Line for threshold value displayed for F.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

A2 Line for threshold value displayed for A2.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

Glu Line for threshold value displayed for glucose.
Line color Specifies line color.

Mark Specifies mark shape.

Marker Central value

+- Central value + value

Chromatogram conditions Effective for chromatogram Y axis settings.
X max (min) Factory defaultis 1.2

X min (min) Factory defaultis 0.0

Y max (%) Factory defaultis 50

Y min (%) Factory defaultis O

Correlation Chart Adjusts correlation chart.

Alc Line color Specifies line color.

Shape of Alc mark Specifies mark shape.

Zone Factor Line indicating border position entered using +1SD.
Lot Checks expiry date when application is started.
HWS ot (1) Lot number listed on label

Period Expiration listed on label

Eluent 1lot (1) Lot number listed on label

Period Expiration listed on label

Eluent 2 lot (1) Lot number listed on label

Period Expiration listed on label

Eluent 3 lot (1) Lot number listed on label

Period Expiration listed on label

Columnlot (1)

Lot number listed on label

Calibrator lot (1)

Lot number listed on label

Period Expiration listed on label
HWS ot (2) Lot number listed on label
Period Expiration listed on label
Eluent 1lot (2) Lot number listed on label
Period Expiration listed on label
Eluent2lot (2) Lot number listed on label
Period Expiration listed on label
Eluent 3ot (2) Lot number listed on label
Period Expiration listed on label

Columnlot (2)

Lot number listed on label

Calibrator lot (2)

Lot number listed on label

Period

Expiration listed on label
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Specifies display font

Font

Factory defaultis Arial
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5 Receiving Results

5.1 Preparing to Receive Results

The HLC-723RP Reporting Program is available when the computer starts up. It is designed to

automatically receive results and stores them in SPEC.mdb database.
Allresults are listed on the screen in Result View.
The barcode is used to identify primary tubes.

5.2 Displaying Results
Selecting Result View displays the chromatogram and the resullts.

HE HLG-723RP [ Variant ] root

SIS

Database Fesult List Report View Help
Result View | Levey Jernings|  Trend | Find | Upload | Options ‘ Result Report ‘ Restore Osl| ‘
Bhow SPEC.mdh j Patient|D.  |0123456789 Record Date 2004111115 10:51:41 O Update
DateTime Barcode SAlc %] LastMame [Tosoh T Rirth Date KVWEIEEUEIZHE -
2 200471/1510:51.26 111020081532 [ 4.6 Firgt Name  [Taro Sex Male ~ LA
320047114 1050:07 111020061633 03 15 Commentt [diabatic
42004711114 104863 38542108 08
5 2004/11/1310:48:38 38542106 0.3 4. comment2 [high cholesterol
5 |2004711/131048:23 38542108 08 46 —=
7200471013 10:43:08 38542106 0.8 45 Specimen Infarmatian | Resy
8 2004711/1210:4819 38542108 08 45 CACopUIADAtASPEC. mdb
5 |2004711/1210:48.04 38542108 08 45 111020051459
10 |2004r11/1110:47:37 38542106 08 45 Sample 12150025 vy |15 - Text - @ Cip
11 2008/11/11 10:4712 38542108 08 48
12 2004711711 10:46:68 38642106 03 15 I N
13 2004/11/1010:4558 38542108 08 48 ]
14 2004711710 10:45:44 38542106 08 45 ’
15 2004/11/08 10:44 58 38542108 08 46 ,
16 2004711000 10:44:43 38542106 08 45 ,
17 2004/11/08 10:44 28 38542106 08 45 1004
18 2004/11/00 10:4413 38542108 08 4.8 1
19 200471108 10:4268 38642106 03 15 p
20 2004/11/06 10:42:44 38542108 08 48 —
21 200471106 10:42:30 38542106 08 45 ]
22 2004/11/08 10:4215 38542108 08 18 50
23 200471106 10:42:00 38542106 08 46 ]
24 2004/11/07 10:41 08 38542108 08 45 ]
25 200471106 10:40:17 38642106 08 46 ]
26 2004/11/06 10:4002 38542106 08 45 .
27 2004/11/06 10:39.47 39542108 08 48 ; ]
28 2004711105 10:38:44 38542106 03 46 000 L 200
20 2004/11/05 10:38.28 38542108 08 45| L
30 200471104 10:37:13 38642106 08 45 T e R o =
31 2004/11/04 10:36 58 38542108 08 45 7 030 ATA 07 1200
32 200471104 10:36:43 38542106 08 46 g EETICE 0T 11 ar|
33 2004/11/0310:3321 38542106 08 46 3 043 F e 1345
34 2004/11/03 10:33.08 38542108 08 4.8 4 el AT, T 9111
35 2004/11/03 10:3261 38642106 03 15 : 071]8A10 I 2671
36 2004/11/03 10:3238 38542108 08 45 . 5 50 a5 150273
« [ »[] TOTAL AREA 164172
| 1 .
Select the “Result” tab to view lot numbers
Rezult of Glucogse  Item Code Camment Flag
[ Update
[115 [0101 joLa a0
H#'S Lot COL Lot GAL Lot < )
120 120 120
Eluentl Lot. Eluent2 Lot. Eluent3 Lot.
120 120 120
_ —
Specimen ation  Result _)
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The color of the results list is as follows:

Results from primary tubes shows in black characters. The results with a flag show the background
in pink.

Resuilts from calibrators are blue and results of controls shows the background of the barcode cellin
gray.

If the reference value is 5.0 £1.0 for SA1c, coloring defined in the Environment Setting screen will be
applied to all SA1c value results that fall outside the 4.0 to 6.0% range.

Reference range

AN
\ 4

Reference value

The chromatogram scale can be changed by choosing from the Y (%) combo box.

Y (%) can also be directly entered in the combo box. The results can also be displayed on a fixed
scale by entering the Y- and X-axis values in the Environment Settings screen.

The Restore Cell button resets the cell width of resullts list.

3 HLG-723RP [ Variant 1roat

Dotobase  Besuh List Beport Miew  Hel
LAl | = | 4] | "] | ® ] <] | 3 |
Fagull Vo | Lewey Jomngs Tremd Fund Uphosxd Ophions Fscull Fport Restone Cell
Shirer EPEC midh j Pationl 1D, 1173456785 Record Dale 20104/ 1715 1051 41 B Updas
CateTime Barcode F e Lasthame [rosh — BihDate 719600015 = —I
2 [J00M 1N S 10:51 26 111020051532 U 45 Firsl Marns | Tam S Male | L]LI
3004114 10ENAT 111020051533 na 45 Gommentt [dabetre
420041114 10:45:52 30542106 00 45
5 | J0DAMIME 104838 3540106 ik} 45 Cornment? [high chalistieol
6 2004113 104523 38542108 na 4B
7 |20041111310:49:00 30542106 oo 45 _Specimen Informason | Rusult |
B 0041102 104819 38542106 [iF] 45 DEMaMe:  cagopulsiDatasFEC.m
8 2004111 210:40:04 30542106 0e 45 Barcode | 02005145 = -
10| 20041111 104727 S84 06 ik} 4.5 Sample Mo, :-l:mmﬂda %) |15 - | Test - o cip
11 |200&11111 104712 3R54210R na 4B
12| 2008111011 10:46:50 30542106 00 45 [ . D 4
13| 200871110 10:4558 3542106 [iF] 45
14 |200&1111010 45 &4 3R54210R na 45
145 | 200811009 10:44:50 30542106 00 45
16| 2004111/ 10:44:43 36542106 [iF] 45
17 |200&111/09 10 44 28 3R54210R na 45 100
18| 200811009 10:4413 30542106 00 45 ]
19| 2008711/ 10:4258 36542106 [iF] 45
20 |I00&11 103 10 47 &4 3R54710R na 4B
1| 2004111/ 104230 36542106 [iF] 45
23 |200&11103 10 47 15 3R54210R na 4B 60
T3 | 200811008 10:4200 30542106 00 45
24200811107 104108 3B542106 [iF] 45
25 |200&11 106 10 4017 3R54210R na 4B / S A
2| 200811006 10:40:02 30542106 00 45 i T e e
27| 2008116 10:3847 3B542106 [iF] 45
20 |700&111/05 10 38 44 3R54210R na 4B o 20
29| 200811005 10:30:29 30542106 00 45 (i
| 200411 1AI4 10:3703 3B542106 [iF] 45 T 1 T
1 |200&111/04 10 36 58 3R54210R na 45 J e 0.30/AA el A o1 i 12,00
32| 20041404 10:36:43 38542106 08 46 7 0.40 #10 o7 1142
31 |200&11103 103321 3R54210R na 4B 3 AglF X 1345
34| 200811003 10:3306 30542106 00 45 7l DD LAICS 17 2741
35| 200411103 10:3251 36542106 [iF] 45 5 071 SAIC ) a7
3% |200&11103 10 37 36 3R542108 na 454 8 105180 s 150073
4 I TOTALAREA 168172 ¥

Chromatogram View Screen
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The chromatogram can be saved as an enhanced metafile (EMF) by using the Clip button. The
resulis item can also be clipped as numerical values. The chromatogram and results may be copied
and pasted to aword or excel document.

Enhanced Metafile Format
10.0
5.0 ] ! \
] /]
A [
T 'II k f \‘/\ / "’\
0.0 . — R
0.00 1.|[JD 2.00
[Min]
o0 & Bl A HiaHE @

Text Format

CBX

Ed Microsoft Excel - Book1

Eile Edit Yiew Insert Format Tools Data Window Help Adobe PDF ;Iilﬂ
Deds S =@ @ = A8 i3 7 .
o
» @ Security.., "o M [
Al <] =/ Time

A | B [ ¢ [ D E H —
1 |Time MName Area%h  Area =
| 2 | 0.3 Al4 a7 12
3 ] 0.4 A1B a7 11.42
4 ] 043 F [IR=] 13.45
1 9 ] 0.6 LATC+ 1.7 2r4
| 6 ] 0.71 SA1C 48 74.71
7] 1.05 A0 1.8 180273
8 TOTAL AREA 1641.72
9
10
11
12
13
14
15
16
17
M 4] » M Sheetl { Sheet? f Sheet3 / [4]
Ready Sum=3386.99

Page 26/71



5.3 Deleting Records

The records can be deleted after analysis by the following procedure.
The deleted records can not be restored.

Chose arecord or multiple records, then click “Delete Record” from the Result List menu.

Variant Troot

2] | [E [£] | E
Upload Opions Pesuli Pepert || _Resioen Call
fod OCDats | PatetiD. | Rucon Dty 200411193 104488 B o |
B2 —— ) v EAl =] I eimbaty I - ol |
1200471115 10,51 41 20542106 08 18 it | > J |
21200811715 10,8128 38883108 0% 5 Firsthame | fax [ Bl
3004 A& 105007 3RS 06 0s 45 -, B o T
42004711714 104052 20542106 08 48 gl
§ 2008711013 104938 38542108 0 ] Commert? |
& 04 1A 104823 3RS4H 06 0% 46
7200411713 10.48.00 20542108 7] 45 _Sanon wemation [Resuit]
B 200411112 10,2819 38543108 08 45 DEMamMe . C\CopulsDatskPEC mdb
0 2004117 108804 38543106 [T 45 Dareds  BSON0G —
§0 2004711711 104727 | 30542106 1] 45 Sample Mo, 12150031 T e S|
11 2004n1711 10:47:02 38583106 02 18 =
12 00411171 10405 [ 0% 46 [
2 T60-
13
1.
16| 2004111103 104443 30542106 08 45
AT 2004PU T0:88:20 F85E2106 08 4% 1004
18 10047 1ME 10441 41 06 0 46
18 2004111100 104250 30542108 08 i3
0 20081108 10:42:48 FU582106 0z 45
I IN04M1ME 104230 IR547106 08 45
T3 1200411100 104215 30542106 08 18 (1] |
I3 20041108 10°42:00 38542106 0s 45
24 2004M 107 1041 D0 FRS41 06 08 45
25 2004711706 10:40.1 08 a8 ; I\/ 5
36 20041106 100800, 1] 0g 45 fIT I — e e . i 2 _\\_,‘/\\_\_ i
27 I00MA MG 10:39°4T RS, 08 08 48
T8 2004711705 10:30 44 30562106 08 45 L] il'KJ 2l
T8 200401 1M5 103 2 08 T Mn
020040 1MA 103743 NS4 06 08 45 » a " g -
31 2004711704 10.36.50 30542108 08 45 1 o I ——— sy S
s g 08 48 1 a0 M8 or 11,59 —
EEd o8 45/ 3 045 F 08 1379
M 08 A8 4 080 LaTEe 17 ana
¥ 20041103 10:32°5 0a 45 5 071 BMC I} 7481
3 20041103 103236 30542106 08 aslel g 10840 W 150259
. i i TOTA ARER 1ga -

When the following dialog box appears, click the OK button.

HE HLC-723RP

Although the deleted record can not be restored, do you delete the record?

Cancel ‘

Selected records are deleted and the following dialog box appears.

Completed.

@ The deleted records cannot be restored.
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54 Editing Barcode

The Glycohemoglobin Analyzer will analyze samples, even if it fails to read the barcode.

The failed sample is displayed as a rack # and position#. This can be edited after analysis as
follows:

Select a result in the Resullt List as shown below.

U.Ead ‘ o;!%ng | REsu\IgFlepnrl '| Rm% Gell |
Sho§PE  add coDats E PatientID. 0123456783 Recard Date 2004111115 10:51.41 D Update
“DateTime | Baaffiic F gl |~ e e W Birth Date

2 |2004/11015 10:51.26 111020051532 0.8 4.6 FirstName |Taro Sex Male - LA
320041014 10:50:07 111020061533 0.8 45 Gomment! [diabatic
42004111014 10:49:52 | 39542106 08 46
5 (2004111013 10:49:38 38542106 0.8 45 commentz [high cholesteral
6200411613 10:43:23 30542106 0.8 46
7 |2004111013 10:49:08 | 38542108 0.8 45 _Bpecimen Intrmation [ Resut ]
8 200411012 10:45:19 38542106 08 45 DEName . cicopulaDataSPED. mdb
9 |2004/1112 10:48:04 39542106 08 45 Barcode
102004011011 10:47:27 | 38542106 e 45 Fample No.: 1523322”59 i) |15 - Text ~| @ cle
11 |2004111411 10:47:12 36542106 08 46
12| 2004111011 10:46:58 | 36542106 0.8 46 [ -
132004111110 10:45:59 36542106 0.8 46 ]
14 |20041111010:45:44 36542106 0.8 45 ]
15 | 2004111408 10:44:58 38542106 08 46 ]
16 |2004/11/08 10:44:43 36542106 08 45 ]
17| 2004111008 10:44:28 36542106 0.8 45 1004
18 |2004/11/08 10:44:13 36542106 08 46 j
18 | 2004111108 10:42:50 36542106 0.8 45 —
20 2004111408 10:42:44 36542106 08 46 g
21 (2004111108 10:42:30 368542106 0.8 45 g
22 |2004/11/08 10:42:15 36542106 0.8 46 50
23 2004111408 10:42:00 36542106 0.8 46 ]
242004111407 10:41:08 38542106 08 45 ]
25 |2004/11/06 10:40:17 38542106 08 46 ]
26 | 2004111106 10:40:02 | 36542106 0.8 45 il
27 2004111406 10:39:47 36542106 08 45 . . . T : . . T . T
28 | 2004111105 10:38:44 36542106 0.8 46 o0 100 200
29 2004111405 10:36:28 36542106 0.8 45 ]
30 |2004/11/04 10:37:13 36542106 0.8 4.5 Time Name Aea% Aea =
312004111404 10:36:58 38542106 08 15 = 330|ATA 0 1200 |
32 (2004111404 10:36:43 36542106 08 46 7 T anlaln 07 114zl
332004111003 10:33:21 36542106 0.8 46 3 vaalr 0o 1245
342004111403 10:33:06 36542106 08 46 a TR ATGY ' 274
35 | 2004111003 10:32:51 36542106 0.8 45 7 IZIEEE e e
36 2004111403 10:32:36 36542106 08 45 & 105 A0 58 180273

4 |+[] TOTAL AREA 1641.72 *

Chromatogram View Screen

Select “Edit Barcode” from the drop down menu.

$H HLC-723RP

Although it seems that there is already value of @ barcode, do you edit & barcode?

Cancel |

Enter the barcode, up to 20 alphanumeric characters, in the dialog box shown below.

Then select the OK button.

The barcode length should be the same as the instrument barcode settings. Choose the barcode
length in the Environment Settings screen.

SEE Yalue

Barcods

[aa5421 06]

o] 4 ‘ Cancel ‘

Barcode Entry Dialog Box

Page 28/71



When the following dialog box appears, click the OK button.

Completed.

The Result List containing the barcode is updated.

DateTime Barcode F SAlC
1 EDD4I11I151D:51:41 38542106 0.8 4 Fi
2 (2004M111510:81:26 [111020051532 na 4 K
3 (20041114 10:80:07 (111020051533 ns 4.5
4 (200411114 10:49:52 | 38542106 ns 4 6
A 20041113 10:49:38 138542106 (] 4 B

@ Be careful. Please check that there are no duplicated barcodes before
editing.

If barcodes are edited, Patient information such as the patient ID, or last

name, may be lost.

If there exists some results which have the same barcode as the edited
barcode, the patient information of the edited result is replaced by that of
the other results which have the same barcode as the edited barcode.
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5.5 Entering Patient Demographics

3 HLG-723RP [ Variant 1roat

—2 L & Specimen_ Information
LAl = L] | 4] H
Rewull Vew | Levey Juwios|  Trem Fund
Show SFEC mdb =l pation| 1D [[11234567 79 004111115 10 51 81 o upeas |
CiateTime Barcode 3 Safc [~ Lastbamo [Tosoh [ sswnans +| =1
7 J00AMING 105126 111020051532 1] 46 Firsd Narne [ Tam Malz - ‘_L
3004114 10ENAT 111020051533 na 45 Commontl et
420041114 10:45:52 30542106 00 45
6 20041113 10:4638 38542106 1] 46 Carnment? “halestial
6 2004113 104523 38542108 na 4B
7 |200a111310:4306 30542105 0n 45 5“"""‘“'"“’"""”"‘-@-‘
B 0041102 104819 38542106 [iF] 45 DBNaMe:  cicopulsiDatstSFES. madb
4 20041112 104004 30542105 00 45 Barcode . 111020051459 —
10| 20041111 104727 S84 06 ik} 4.5 Sample Mo, . 1SN0 %) |15 - Text - i Clp
11 |200&11111 104712 3R54210R na 4B
12| 2008111011 10:46:50 30542106 00 45 I
13| 200871110 10:4558 3542106 [iF] 45
14 |200&1111010 45 &4 3R54210R na 45
145 | 200811009 10:44:50 30542106 00 45
16| 2004111/ 10:44:43 36542106 [iF] 45
17 |200&111/09 10 44 28 3R54210R na 45 100
18| 200811009 10:4413 30542106 00 45 ]
19| 2008711/ 10:4258 36542106 [iF] 45
20| 700411103 10 47 &4 3R54210R na 4B
1| 2004711/ 104230 36542106 ug 45
23 |200&11103 10 47 15 3R54210R na 4B 60
T3 | 200811008 10:4200 30542106 00 45
24200811107 104108 3B542106 [iF] 45 /
25 |200&11 106 10 4017 3R54210R na 4B i S A
2| 200811006 10:40:02 30542106 00 45 o P e e
27| 2008116 10:3847 3B542106 [iF] 45 : :
20 |700&111/05 10 38 44 3R54210R na 4B 1 200
29| 200811005 10:30:29 30542106 00 45 (i
| 200411 1AI4 10:3703 3B542106 [iF] 45
1 |200&111/04 10 36 58 3R54210R na 45 J e 0.30/AA el A o1
2| 2004111004 10:36:43 36542100 08 45 7 040 410 a7
31 |200&11103 103321 3R54210R na 4B = AglF X
34| 200811003 10:3306 30542106 00 45 7l DD LAICS 17
35| 200411103 10:3251 36542106 [iF] 45 5 071 SAIC )
3% |200&11103 10 37 36 3R542108 na 454 = 105180 s
4 L+ TOTALAREA

Chromatogram View Screen

Patient I [1234567890120  Record Dats  2004/07/25 135321 O Update
Last Name  [rosoh Barth Date 26011530
First Marme I'I'ami ey ’m 4 »
Gomment]  [disbetic
Comment? |h ieh cholesteral

Specimen Information | RESUHJ

Specimen Information tab

Patient clinical information may be added to the result in the Specimen Information tab.

Enter information then select the Update button. Note that the entered information will not be saved if
other information screens are selected prior to clicking the Update button.

Note that patient information can be sent from the host computer using the unify protocol.

A Caution

O

Please ensure the entered information is correct, as this will result in
inaccurate reports.

The edited results are reflected in the patient information on other
results which have the same barcode as the edited result. Please check
there is no duplicated barcode before edit this information.

Please disable the Autormatically Refresh function in the View drop down
menu when editing the patient information, otherwise the editing

information may be lost at a new result is obtained.
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5.6 Patient ID Management

The software can remember the specific Patient ID and indicates that the sample with the same
Patient ID was measured in the past. The background of the Barcode cell for the selected data is
shown in yellow. Even if it changes to a new database, the specific Patient ID data is memorized.

The specific Patient ID is regjistered by the following procedure.

Select the data with Patient ID.

Fii H ¥ [ Var s '

[l Fosult Ust Peport View  Hele
i L] ] (%] O] 0o &
bers » pores|  Tooeed Fred _ lpked | Oplees Regull Repert "] Pestirn Cell_|
e Fapert = Patiertip  [18E7E  RecordDale Z00471015 105141 D Undsie
2 Laneme fusan  Beoa [ rso00ans o] )
6 38542105 Firstame [Taro Sex [wan | oI5
37004114 105007 38543106 a& I — T 1
42004104 104852 3 1] 45 —
5 I00MMUTI 104630 SA5E106 ag I Comment2 [high cholistersd
B | I00411/1210:40:23 3054106 (1] 45 = -
T 20041113 10.89.08 38582108 03 a4 | _Seecmeniomason [Rusea]
8 0041112 104819 38543106 a8 a5 DBNAMB . CACopsDASEPEC Mot
8 I004N112 104004 0582106 LT} a5 Bacody. 3642106 r
10 0811 104737 3REAH0S as a5 Sampla Mo | 12150025 vory 15w [ren BN
11 200HT11 104712 2108 o8 46 -
12 I00UT101 10465 o 08 I (]
13 00411710 10:45:50 30542105 (1] 45
1400471010 10,4588 | 38543108 LT T}
15 @ 08 T}
16 a8 s |
{13 [T I 100 |
18 |2004111100 10.44:11 30543108 [T I |
180041108 10°42 50 38541108 a& T |
20 2004100 10:42:44 J0S4T06 (1] 46 1
2000407108 10,4230 3 LT T} |
22 00N 1DR 10431 3 [T I &0+ 1 1
232004011500 10,420 3 LT} it |
24| T0OATHOT 10°4108 36541108 a& I |
25 200411106 10.40.17 M o8 46 ) |
26_|200611406 10:40:02 3 % L1 45 [T S e S Ik/~-/\--—..._ —
rrE % (1] 46 1
20 1008108 103,48 38543106 LT T} o . ;\'n 200
20 IO04MU05 103820 IREAT0E [F] a5 L
302004071604 109713 30542106 LT} e} Te T = T ey T o m
AU M4 103 L] A5 1 0,30 AA 0l 1200
32200411104 1D as 1] 2 0.40 A1E 07 142
3370041103 10 a& T ) 0.43F 08 13.45
3 00410310 (1) 45 n 0.60 LAICs 17 T4
35 0047103 10,3281 3642108 LT [} e 0 s 8 ren
36| T0041103 10°336 30641108 ag [ e 106 40 e 150273
i [ z TOTAL AREA 14172 =

Chromatogram View Screen

Click “Record the Patient ID” from the Database drop down menu. The Patient IDViewer is displayed.

HE PatientIDViewer ['E

Registerad PatientID

PatientID LaztMame Firstlame Sex EirthD|

Add selected PatientID | Cloze

Patient ID Viewer
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Click the Add selected Patient ID button.
When the following dialog box appears, click the OK button.

= IG-723RP 3

Record the PatientlD?

Cancel ‘

The selected Patient ID is registered as a specific sample.

Sﬁ PatientIDViewer

x

Regiztered PatientID

PatientlD LagtMatme FirstHame Sex Eirth[|
1 [07123456739 Tozoh Taro ] 19600215

Delete the registered PatientID ‘

Add zelected PatientID | Cloze

Patient ID Viewer

The background of the Barcode cell of the regjistered specific sample data becomes yellow.

DateTime Barcode F SAlC
1 2004M11M1510:51:41 111020051454 n.a 4 B
2 (200418108126 111020051532 n.a 4 6
3 (2004114 10:80:07 1110200514533 n.a 4.4
4 (20041114 10:48:52 38542106 0.8 4

Data without Patient ID and QC data cannot be registered as a specific sample.
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Delete a specific registered Patient ID by the following procedure.

Select arecord to delete in Patient ID Viewer.

ﬁ PatientIDViewer

Regiztered PatientlD

PatientID LagtMamme FirstMame Sex EirthD|
1123456 769 Tazoh arc 0 SE0L15

Delete the registered PatientID ‘

Add selected PatientlD ‘ Gloze

Patient ID Viewer

Click the Delete the registered Patient ID button.
When the following dialog box appears, click the OK button.

= HLG-723RF 3

Delete the PatientlD?

Cancel |

The following message is displayed after the deletion of selected data.

HE HLC-723RP

Deleted the selected patient information.

Click the OK button.
Click the Close button when completed.

Page 33/71



5.7 ExporttoaCSVfile

The result list can be exported to a CSV file.
Click “CSVFile Export” from the Database drop down menu. The exported file is saved in
“C:\Copula\(G8)Data” folder.

ant ] root

Eesult List  Beport  View Help
Logon. @ E El
K ,I;mngs Trend Find Upload Options Result Report || Restore Gell
- i
| J PatientID.  |[200511141157 Record Date Z‘UUAIHHEW.SW.M B Update
Fecord the PatientlD Barcode : F Sajc - LastMame [Tosah  BihDais  |/¥ 19800215 ~
Exit 1234567890120 0.8 16 FirstName |Taro Sex Unknawn - LL
32004711014 10:50:07 1234567300120 0s 45 Comment! [diabetic
4 200411014 10:49:571234567890120 08 46
5 2004/101310:48:36 1234567590120 0.3 45 comment2 [high cholesterol
6 200411013 10:49.:231234567890124 08 46
7200471013 10:45:06 1234567800124 0.8 45 _Swecimen information | Resut |
5 200411112 10:48:1¢1234567890124 08 45 DBMNaME:  CigopulalDatalSPES. meb
8 200411012 10:48:04 1234567890124 0g 45 Bartode
10 |2004r11/11 10:47:23 38542106 08 45 Sample Mo E?gﬁggggwu vy |15 - Text - @ Cip
11 200411011 10:47:12 38542106 08 46
12 2004011011 10:46:56 33542106 0s 46 W
13 2004011010 10:455€ 38542106 08 46 ]
14 2004011010 10:45:4¢ 38542106 03 45 ]
15 | 2004/11/09 10:44 56 38542106 08 46 1
16 2004011600 10:44:43 38542106 03 45 ]
17| 2004/11/08 10:44 26 38542106 08 45 100
16 2004/11/09 10:4413 38542106 08 46 4
19 2004/11/08 10:42:50 33542106 0s 45 4
20 2004/11/08 10:42:4¢ 38542106 08 46 1
21 2004011008 10:42:30 38542106 03 45 4
22 | 2004/11/08 10:421£ 38542106 08 46 50
23 2004011008 10:42:00 33542106 03 46 1
24 2004/11/07 10:41 06 38542106 08 45 1
25 | 200401106 10:40:17 38542106 0g 46 1
26 200411106 10:40:02 38542106 08 45 i
27 2004/11/06 10:39:47 38542106 08 46 - :
28 2004/11/05 10:38:4¢ 33542106 0s 46 000 100 200
28 2004/11/05 10:36:2€ 38542106 08 45| Din]
30 2004011004 10:37:13 38542106 03 45 Time Name oah on =
31200471104 103666 38542106 08 45 i 030 AlA % 1200
327 2004011004 10:36:43 38542106 03 46 2 TIRT 07 1147
33 2004/11/0310:33:2138542106 08 46 3 TasF 1E 1345
34 2004/11/03 10:33.06 38542106 08 46 4 060 LATCr ‘7 9741
35 2004/11/03 10:32:5138542106 0s 45 5 e s fres
36 2004/11/03 10:32:3¢ 38542106 08 45 o 5 105 a0 a5 150273
« [ »[] TOTAL AREA 164172

Chromatogram View Screen
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5.8 Managing Results

The results are stored in the “SPEC.mdb” contained in the “C:\Copula(G8)\Data” folder.

The procedure for changing to a new database is described below.

Select “Exit’ from the Database drop down menu and then select “Close the Specimen Database
and Bxit”.

HE HLG-723RP [ Standard 1 root

IEVEWEEES Result List  Report Wiew  Help
Logon... m
GEVFile Expart ks Trend Find Uplog
Becord the PatientID ﬂ
Exit -

2007

SU7 E Cloze the Specimen Database and Exit
070512280 (lose the GC Database and Exit

05

2

a 2007407405 1228:2 3 -rersrersanm {afu] 4
4 2007507/05 122300 42715723002 17 448
5 200770705 122247 42864914002 104

Chromatogram View Screen

Once the new database has been created, the following dialog box appears. Select the OK button.

HE HLG-723RP X

Do wou create new databaze?

Cancel |

Save the specimen database.

Save ih: |l'f}Data j I'j EE-

2 [#]5PEC. mdb

My Recent
Cocuments

~

Desktop

i,

My Documnents

gLy

tp Computer

My Metwark File name: | j Save |
Places
Save as type: | Spec_Database [*.mdb) ﬂ Cancel

Enter file name and select the Save button.

This completes the creation of the new database. Use the Start menu or click the desktop icon to
restart the HLC-723RP Reporting Program.

Page 35/71



Saved databases can be accessed in the Find function.

3 HLG-723RP [ Variant 1roat

Dotabase  Besull st Beport Miew  Help
LAl = = 4] [ ® £ - E:
Rewill Ven | Levey Jormines Tremd Fund Uphaerd Ophons Fecull Fepurt Restone Cell
Sherw BPEC mifh = pationtin [ ReconDale o
CiateTime Barcode E SAte ]" Latbame [ BiAhDale -

1

2 Firct Marna B - ‘ b

3 Carnmin |

L]

5 Cornm iz |

.E Specimen information | Resull

8 DBEMName ©

9 Barcodi: — o
10 Gample No.; Vi®) |15 - Test -] @ clp
11 -

12

160

13

14

14

16

17 100

18 ]

18

0

7l

b5 B0

bEl

Y

b3

M

an

27 T 1
n 100 200
I [Min]

an Time Mara Areath Area

kil i

a2 2

n :

H 4

35 5

% ¥ -
h | +[] -

Chromatogram View Screen (empty database)

Database files can be backed up to a CD from the hard drive by the following procedure.
You cannot be using the G7/G8 Reporting Software while you perform this function.

Put a blank CD in the CD drive.

On the screen - click the START icon

My Compurter,

C Drive,

Copula Folder,

Data Folder,

Select the files you want to archive. For example you have 16 files for the last 4 months - select all 16
files and right click to COPY,

Then go to My Computer

D drive,

Paste the 16 files you had copied previously.

There is amessage that reads, ‘Do you want to write to the CD’
Click “YES' and the files will be written to the CD.

If the result database has too many records, the Print Preview function will slow significantly

for displaying results.
It is recommended that a new database be created approximately once a month or when
the record count has reached approximately 3,000.
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6 Sending results to Host Computer

6.1 Send Procedure

To automatically upload to the host computer, check the “Automatic Upload” (see red circle in screen
below) in the Environment Settings screen found under Options. In order to upload the selected
result manually, use the Upload button in the Tool bar.

Analyte Walue 1=

El 2nd Host Gomputer

Fart dizconnect

Baudrate S600bps

Data length 8bit

Stop bit 1hit

Parity NOM

Flow Gontrol H-0OFF
[ Host Connection Method

GHbComFormat G7 Format =]

Connection Method Unify

Query M Available

T —
E Automatic Upload IE Arvailable 5

Compozition of Ihatrument  GHbT+GHE:

Sample No. length 8

G Protocol O TypsA
El Print Conditions

Add Patient Informationg M ‘ez

Total-firea Option 111111111
Automatic Report O oM
1Data/Page Default Cut Sheet Printer
Thi-J2000 Printer O ‘es

B Gut Sheet Printer M Yes

Paper sizetfd/Letter) Letter
Patient Header Right

Patiznt Header Genter

Patient Header Left

ik Unndme Dinbd

I [»[]

Environment Settings Screen (Environment Tab)

Note that the HLC-723RP Reporting Program is not able to manually upload resulis when the
instruments are connected to the host individually.
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6.2 Query for Control

The Glycohemoglobin Analyzer queries a host computer all samples in the query mode.

When using HLC-723RP, it can be set whether the query for control is done to a host computer. In
order to query controls to a host computer, check the “QC query” (see red circle in screen below) in
the Environment Settings screen found under Options.

fnalyte Walue =
[ 2nd Host Computer
Part disconnect
Baudrate 9600bps:
Data length Sbit
Stop bit 1hit
Parity MOMN
Flow Gontrol H-OFF
[E Host Connection Method
GHEComFormat G Format b
Gonnection Method Unif
COuery M Availsble
u = —

0

[E Instrument Information
Gomposition of Instrument | GHb1+GHB2
Sample Mo. leneth 8
G#:Protocol O Twpeh

= Print Gonditions
#Add Patient Informations M ‘es

Total-frea Option 111111111
Automatic Report [mel{]
1DatasPage Default Cut Bheet Printer
Thi-J2000 Printer O ‘es

[=] Gut Sheet Printer M ‘Yes

Paper sizetdd/Letter)  Letter
Patient Header Right

Patient Header Center

Patient Header Left

lied Unodee Dicbs

Environment Settings Screen (Environment Tab)

In order to use the Quality Control feature in the software, it is necessary to register the control
barcodes as QC materials. Refer to Chapter 7 for details. Note that barcodes for QC material must
be used when operating in the query mode.
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7 Quality Control (QC)

7.1 QC Materials

Itis necessary to define QC materials in advance. Barcodes can be used to identify the controls.
QC materials are defined by the following procedure.
Select Options and then choose the QC tab in the Environment Settings screen.

S HLG-723RP [ Variant 1root (A=)

Datsbase Result List Beport Miew Hslp
Result View | Levey Jennings Trend | Find | Upload ‘ Options ‘ Result Report " Restore Gell |
Show SPEC.mdb - aCMateril
DateT F satc | -
20 141 ] & Barcode Analvie QCclot Reference +- Add |+
2 |200471151051.26 1234667890120 0.8 46 ] -
3200411714 10:50.07 1234567880120 0.8 45 2 =
4 200411114 10:49:52 1234567280120 [1k:] 4.6 3 =
5 200411113 10:49:38 1234567880120 0.8 48 4 = ||
§ 20041113 10:49:23 1234567890124 0.3 48 ] o
7 2004711113 10:49.08 1234567880124 0.8 45 & =
8 200411712 10:48:19 1234567890124 0.3 4.5 7 o
9 2004711112 10:48:04 1234567880124 0.8 45 ] =
10 200411711 10:47.27 38542106 0.3 4.5 ] J
11200401171 10:4712 38542106 0.8 4.5 n A/
12200411711 10:46:58 38542106 0. 4.8 d [+[]
132004011710 10:45:59 38542106 0.8 4.5
14 [200411/1010:45:44 30542106 08 4.5 By Add K Del
15 | 2004/11/0910:44:58 38542106 0.8 45
16 | 2004/11/09 10:44.43 38542106 0. 4.5 Selectable Rules
17 2004011700 10:44:28 38542106 0.8 45 Last Changad 2004412420
18 | 2004/11/0910:4413 38542106 0.8 4.8 - R1
19 |2004/11/08 10:42:58 | 38542106 0.8 4.5 One control ohservation exceeds contral limits setas hean +- o so
20 | 2004/11/08 10:42:44 38542106 0.8 4.8
21 2004711108 10:42:30 38542106 08 4.5 I R2 )
22 | 20041108 10042115 38542106 08 I One contral observation exceeds contral limits setas Mean +i- 0 =10}
23 2004/11/0210:42:00 38542106 [1k:] 4.6 I~ R3
24 2004111/07 10:41:08 38542106 LUR:] 4.5 Twio control shsenation exceeds same limits | +- o =D
25 | 2004/11/0610:40:17 38542106 [1k:] 4.6
26 2004/11/0610:40:02 38542106 08 4.5 I~ R4
27 | 2004M1/06 10:30:47 38542106 0.8 46 Difference hetween the Twao control ohservations exceed wihin the run o 5D
28 |2004/11/05 10:38:44 30542106 08 48 s
28 2004711105 10:38:28 38542106 08 45| RS
30 | 2004/11/04 10:3713 38542106 08 15 Four Gonsecutive control ohservations exceed same limits whitch is +5- (1] =in}
31 2004/11/04 10:36:98 38542106 [1k:] 4.5
32 2004/11/0410:36:43 38542106 08 4.6 " Re
33 2004/11/02 10:33:21 38542106 0.z 46 Ten Consecutive control ohservations fall on the same side of the mean.
34 20047103 10:33:06 38542106 08 45 d
35 | 2004/11/03 10:32:51 38542106 03
36 | 2004/11/03 10:32:36 38542106 0.8 - Enviranment Qc
d D, —

Environment Settings Screen (QC tab)

Select the Add QC Material button to show the following dialog box.

Enter the QC Material Name (barcode # or text). Do not use any spaces in the name field. Select
SAlc from the drop down menu. Type in the Lot. Type the Mean Value in the Reference value field
and +/- acceptable range from the control material package insert. Select the OK button.

HE Add QC Material x]
QC Material Hame [1234567000120

fnalyte SAlc -

Lot. P —

Feference value ,500—

Reference range oo

oK ‘ Cancel ‘

Example above is a mean value of 5.00%. The QC range is 4.0to 6.0. The range is +- 1.0.
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The new QC materials will be added to the worksheet. See circle in the screen below.

3 HLG-723RP [ Variant 1 root

B

Database  Result List Report Wiew  Help
Fesult View | Levey Jennings|  Trend ‘ Find ‘ Upload ‘ Options | Result Feport '| Restore Gell |
Show SPEC.mdb hd
J QCM \
DateTime Barcade F SA1C >
I 4 G Barcode Anahite QcLat Reference +- Add
2 [2004i11/15 10:51:26 1234567680120 0.8 45 1234567890120 8ATc 1200 5.00 100
3 |2004i11i14 10:50:07 1234567830120 0.8 448
4 1200411014 10:49:52 1234567880120 0.8 46 3 )
5 |2004i11013 10:49:38 1234567800120 0.8 46 4 -
6 200411013 10:49:23 1234567680124 0.8 46 5 L
T 12004110113 10:49:08 1234567890124 0.8 44 [ -
g8 2004011112 10:48:19 1234567880124 0.8 45 7 -
4 1200411112 10:42:04 1234567890124 0.8 45 8 -
10 2004011611 10:47:27 38542106 0.8 448 a C
11 200411011 10:47:12 38542106 0.8 46 n J‘ lL
122004011611 10:46:58 38542106 0.8 46 d H
13 12004110110 10:45:59 38542106 0.8 46
14 |2004/11/10 10:45:44 | 38542106 0.8 45 Dy Add * o Del
15 |2004/11/08 10:44:58 38542106 0.8 46
15 |2004/11/09 10:44:43 38542106 0.8 45 Selectable Rules
17| 2004111108 10:44:28 36542106 0.8 45 Last Changed  2004/12/20
18 |2004/11/08 10:44:13 38542106 0.8 46 ~ Rl
18 | 2004011008 10:42:59 | 38542106 0.8 45 One control ohservation exceeds control limits set as Mean +- 0 S0,
20 |2004/11/08 10:42:44 38542106 0.8 46
212004111108 10:42:30 | 38542106 0.8 45 Rz
22 |2004011/08 10:47:15 | 38542106 08 16 0ne conirol ohservation exceeds control limits set as Mean +/- o =in}
23 200411008 10:42:00 38542106 0.e 46 R3
24 |2004/11/07 10:41:08 | 38542108 0.8 45 Twa cantral chservation exceeds same limits , +- n =D
25 |2004/11/06 10:40:17 38542106 0.e 46
26| 2004111406 10:40:02 | 36542106 0.8 45 I~ R4
27 | 200411106 10:39:47 | 38542106 0.8 I Difference hetween the Two control ohservations exceed wihin the run 0 =10}
28 | 2004111405 10:38:44 38542106 0.8 46 Fureers
20 |2004/11/05 10:38:29 | 38542106 0.8 45| RS
30 | 2004011004 10:37:13 | 38542106 0.8 45 Four Consecutive control ohservations exceed same limits whitch is +- o 5D
31 |2004/11/04 10:36:58 38542106 0.8 44
32 |2004111/04 10:36:43 | 38542106 0.8 46 I Re
33 |200411/03 10:33:21 | 38542106 0.8 T Ten Consecutive control ahservations fall on the same side afthe mean
34 2004111403 10:33:06 38542106 0.e 46
35 |2004/11/03 10:32:51 38542106 0.8 45
36 |2004/11/03 10:32:36 38542106 0.8 45] o Environment  QC
« |+ []

Environment Settings Screen (QC Tab)

In Thalassemia mode, the system creates a temporal barcode to manage F and A2 results for one
barcode. For example, the temporal barcode for 200001 will be 200001@?1 for F and 200001@?2 for
A2.

Select the “Add” checkbox. See circle in the screen below. The analytes with the “Add” checkbox
checked will be designated for QC data when the QC barcode is read.
Selecting the “Del.” button deletes the selected QC material.

QG Material
Barcode Binalyte QCLat Reference
1 1234567890120 Sflc 1200 500
2 1234567890124 Shle 1240 5.00
3
4 -
] =
i =
7 [
il =
g (=
10 = i
[ | v []
By Add * Del.

QC Material Screen
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7.2 Selectable Rules

These rules are used to set the control range and control procedures for QC materials.

Rules

R1:

R2:

R3:

R4:

R5:

R6:

Resultis R1-lagged when discrepancy between the mean and observed value exceeds
a specified SD value.

Result is R2-lagged when discrepancy between the mean and observed value exceeds
another specified SD value.

Resultis R3-lagged when discrepancy between the mean and two consecutive
observed values exceed a specified SD value.

Resultis R4-lagged when the difference between two consecutive control observations
exceeds the specified SD value.

Resultis R5-lagged when four consecutive observed values exceed a specified SD value
in the same direction.

Resultis R6-lagged when ten consecutive control values fall on the same side of the
mean.

The R1 to R6 flag assessment results, which are entered using the Selectable Rules are
displayed in the chart.

Selectable Fules
Lazt Ghaneed 2004407716

v R1
Orne contral abzervation excesds contral limits et az Mean +/~ o =0

v R2
Cne control obzervation excesds control limite 2et az Mean +/~ 2 sD.

v R3
Two control obzervation exceeds zame limits | +/- 2 S0,

v R4
Difference between the Two control obeervations exceed wihin the run Excesds 5 sD.

v RS
Four Ganzecutive control abzervations exceed same limits whitch iz +/~ o =0

v R
Ten Consecutive control observations fall on the same side of the mean.

Selectable Rules Screen

If a QC barcode is not read it is possible to edit the barcode and enter the data into the QC database
by the following procedure.

Select the line of the barcode to be edited from the result list.

Under the Resullt List drop down menu, select “Edit Barcode” and the Value entry dialog box wil
appear.
Enter the barcode ID (QC barcode), up to 20 alphanumeric characters.
Under the Result List drop down menu, select “Add QCData”.

This data will now be added to the QC database.
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7.3 Levey-Jennings Chart

The Levey-Jennings Chart screen shows the Xbar control chart. The control used is decided by
analyte, lot, barcode and instrument name. The blue line on the Xbar control chart is the entered
mean, and the red point is the average of data run on a particular day.

Levey-Jennings charts are made automatically whenever barcoded controls are run.

If barcodes are not used for controls, the QC results can be entered by the following procedure.
Select one QC data from the resullt list.

Under the Result List drop down menu select “Add QCData’.

Note that two or more data points must be added in order to plot a Levey-Jennings chart.
Choose analyte and lot from the boxes and the Levey-Jennings chart will appear.
Complete the procedure by selecting the ime frame found from the Period drop down menus.

o HLG-722RP [ Variant 1 root E]@I@

Database Result List Report View Help
Result View | Levey Jernings|  Trend | Find | Upload | Options ‘ Result Report || Restore Cell
Show SFEC.mdb - + Uodate
DateTirme Barcode F SAlc |
2004/11/15 10:61:41 12 20 0.8 £ *
2 20047115 105126 1234567890120 08 [X3 siof - - = - = = - - = -
3 200471014 10:50:07 1234567890120 08 45 N /.\/.\ /\ /.\
4 2004111014 10:48:52 1234567890120 0.3 18 500 l\;/t—" 1 - \;/‘—'/ - '\j —e
5 200411013 10:49:36 1234567890120 08 48
B 20047113 10:49:23 1234567890124 08 46 450 - - - - - - - - - - -
7 200471113 10:49.08 1234567890124 08 45 A @ N 0 b b
O 2004M1M72 10:4818 1234567800124 s 45 FFFPF L L P LIS FF TP F
5 200471112 10:4804 1234567890124 08 45
10 200401101 10:47:27 38542106 08 45
11 |2004/11/1110:4712 38542108 08 18 Analyte Lot Barcode Instrument Name
12 20041101 10:46:58 38542106 08 46 Sate +| [o01 ~| 99929981124 Instument! ~| [ Updats
13 200411/1010:45:58 38542106 08 46
14 2004M11/1010:45.44 38542108 0.8 45 Expected 2004/0914  |Select cumulative @ Data detalls
15 |2004/11/00 10:44:58 38542106 0s 46 g;a;ig;” E'Bau"iﬁéﬁ (e Q
16 2004/11/0910:44:43 38542106 08 45
17 20041100 10:44:28 38542106 03 45 [Cv b 862 [Cv 09882 [zooamens o] [anosmaine ]
18 2004/11/0910:44:13 38542106 08 46
18 2004111008 10:42:58 38542106 08 45 +:Undate
20 2004/11/0810:42:44 38542106 08 46
21 2004/11/0810:42:30 38542106 08 45 » 'S
27 2004/11/0810:4215 38542106 08 46 1010 -
23 2004/11/0810:42:00 38542108 08 48
24 200411107 10:41:08 33542106 03 45 10.00
25 2004110610407 38542106 08 16 . _ _ _ il
26 2004011006 10:40:02 33542106 08 45
27 | 2004/11/0610:38:47 38542106 08 46 & & o N o o
28 |200411/0510:38:44 38542106 08 45 FEFFE LS PEE L F S S EF
29 2004/11/0510:36:28 33542106 08 45/
30 2004/11/04 103713 38542108 08 45
31 |2004/11/04 10:36:58 38542106 0s 15 Analyte Lot Barcode Instrument Name
32 |2004/11/04 10:36:43 38542106 0.3 18 aAlc - | |00z -| 99859992124 Instrument! +| [ Undate
33 Z004A1/0310:33:21 38542108 0.3 46 [Expected 200408014 [Selact cumulative
34 2004711/0310:3308 38542108 0.8 48 Mean 10.0154 Mean 10,0154 . I3 Data details
35 |200411/0310:32:51 38542106 0.3 45 15D 0.0596 IS0 0.0596 Berod
36 2004/11/0310:32.35 38542106 08 45 4| |ovosess I 0.5953 [moananr =] [moowmans <]
4 [+[]

Levey-Jennings Chart Screen

The mean data for a single day is calculated as a single point. If the control material is run more than
once in one day, the data can be viewed in “Data details”. Selecting the Data details button shows the
following QC Data View dialog box containing the individual data points and the date and time they
were run. Points can be deleted by selecting the line from the list and then selecting the Delete button.
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HE QC Data View X

Date Result | &
PO07/12/10 100718 530 w

1
2 20074241 10:3802 5.30
3 20074242 10:44:08 5.20
4 200712413 104558 5.20
5 2007512414 111758 820

Cloge

On the “QC Data View" screen, double-clicking on the header cells circled in red in the above figure
initiates a record sorting in ascending or descending order.

Selecting the Update button shows the following QC update dialog box containing fields for entering
the Mean, SD and CV (expected values), allowing the user to update the QC screen.

H QC Update 3]

Do you want to update the data?

F1 : Expected values

F2: Select cumulative values

Statistical Information
Control range (Expected)
These are the values entered in the Environment Settings QC tab.
Mean: Mean = (Range High + Range Low) / 2, using the inputted
values if no “Update” was performed
SD: SD = (Range High - Mean)/ 2, using the inputted values if no
“Update” was performed

Cv: Expected CV%., if no “Update” was performed. This is calculated as
below using the inputted values.
CV=(SD/Mean) x 100
Control range (Select Cumulative)
This is a statistical value for the graph display period (date range).

Mean: Average value
SD: Standard deviation
CvV: CV%

The Mean, SD and CV can be changed by pressing the Function keys F1 and F2 as follows:
F1 : Expected Values
Selecting F1 will use all QC data in the database to calculate the Mean, SD, and CV.
F2: Select cumulative values
If F2 is selected then the Mean, SD, and CV will be calculated based on the period of ime
selected in the Period drop down menu.
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8 Trend Analysis

81 Trend Charts

The HLC-723RP Reporting Program can display the trend chart of specific patients. Data relating to
specific conditions can be extracted using the find function. See Chapter 10 for a detailed description.

The procedures for plotting charts are described below.

Click the Trend button.
Choose the results from the result list.
Select the chart type and analyte. See red circle in screen below.

Click the Analyze button. The selected results will be displayed with a calculated Mean, SD and CV.

HE HLG-728RP [ Variant ] root Eﬂﬁ\@

Database  Hesult List Beport View Help
Result View | Levey Jennings|  Trend | Fird ‘ Uplaad
Show SPEC.mdb T [tnechant ENEEE Anatize
DateTime Barcode 3 SAlc 3\
(%)
2004111113 1C 0 0.8 i
6 200471/13 10:48:23 1234567800124 08 46 50
7 ZO04A 13 10:43:08 1234567860124 0.8 45
8 2004711112 10:48:18 1234567880124 08 45 - *
8 Z004/11012 10:48:04 1234567800124 08 45
10 20041111 10:47:27 38542106 08 45 40
11 20041171 10:47:12 38542106 08 4B
12 20041111 10:45:58 38542106 08 46
13 200411A010:45:50 38542106 08 4B a0
14 2004M1M010:45:44 38542106 0.8 45
15 200411408 10:44:58 38542106 08 4B
16 200411006 10:44:43 38542106 0.8 45
17 2004111408 10:44:28 38542106 08 45 20
18 2004111409 10:44:13 38542106 08 4B
19 200411408 10:42:58 38542106 08 45
20 2004111/08 10:42:44 38542106 08 4B
21 2004M 1008 10:42:30 38542106 0.8 45 10
22 2004111408 10:42:15 38542106 08 4B
23 200411008 10:42:00 38542106 0.8 45
24 2004111407 10:41:08 38542106 08 45
26 2004111006 10:40:17 38542106 08 46 0o o ' ' ' o
26 200411406 10:40:02 36542106 08 45 o R
27 2004111406 10:39:47 38542106 08 4B
28 200411405 10:38:44 38542106 08 46
23 2004111405 10:38:20 38542106 08 45|
30 200411004 10:37:13 38542106 0.8 45 | Viean 45500 SO 00447 Cve 09764 |
31 2004111404 10:35:58 38542106 08 45
32 200411004 10:36:43 38542106 0.8 45
33 20041103 10:33:21 38542106 08 46 ok =
34 200411403 10:33:06 38542106 08 4B
35 20041103 10:32:51 38542106 08 45 a cip
36 2004111/0310:32:36 38542106 08 45 o
Ll [ [

Trend Chart

The control line is inserted in the chart by setting the marker in the Environment Settings under ‘For
Trend chart. The Clip button allows the chart to be saved as EMF or to copy the text to the clipboard.

Comments can be added to the Trend Report in the box field to the left of the Clip button.

distinguish each result clearly.
In order to avoid misinterpretation, a suitable number of results should be
selected.

@ If the number of selected results exceeds 100, it will become difficult to
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9 Printing Reports

The following reports are available:

Trend Report
QC Report

EMMUO®>

Result Report - One patient per page with chromatogram
Result Report - Six patients per page with chromatograms
Result List Report with Patient Information

Result List Report without Patient Information

Result List Report (Landscape)

9.1 Result Reports

Single-report/page forms and six-report/page forms are the choices for Result Reports. Reports

printed in real-ime use the single-report/page form. Print previews and print operations are
conducted by the following procedures.

To print a single-report/page:

Select one resultin the list. Then Select Result Report tab.
From the drop down menu select “Result Report X1

HE HLG-723RP [ Variant ] root

Database  Result List

Result View | Levey

Show SPEC.mdh

Result Report x1
Result Report =6
Result List Fortrait

Trend Report

Result List Landscape

Y view Help

Record Date  2004/11/1510:97:41

200511141157

Patient ID

[ Update

] TT""E QG Report [ - - LastMame [Tosoh Birth Date  [{¥ 198010215 ~
200411115 P —— 0.8 4.6
2 200411015 10:51:26 1234567890120 0s 18 First Name [Taro Sex Unknown = LA
3 20041014 10:50:07 1234567880120 08 45 Comment! [diabetic
4 200411014 10:49:521234567890120 08 46
5 2004711013 10:46:36 1234567300120 0s 46 Comment2 [high cholesteral
6 200411013 10:49.:231234567890124 08 46
7200471013 10:45:06 1234567800124 08 45 _swecimen intormation | Result |
5 200411012 10:48:1¢1234567890124 08 45 DBMNaME:  CigopulalDatalSPES. meb
8 20041012 10:48:04 1234567300124 03 45 Bartode
10 [2004011/11 10:47:21 38542106 08 45 Sample Mo B?ggggggmm Yimy |15 - Text ~| 9 Gip
11 200411011 10:47:12 38542106 0g 46
12 2004011111 10:46:5€ 38542106 08 46 W
13 2004/11/10 10:45:50 38542106 08 46 ]
14 2004/11/1010:45:4¢ 33542106 0s 45 ]
15 2004/11/09 10:44 56 38542106 08 46 1
16 2004011600 10:44:43 38542106 03 45 ]
17 | 2004/11/09 10:44 26 38542106 08 45 1004
16 2004/11/0910:44:13 38542106 03 46
19 2004/11/08 10:42:5¢ 38542106 08 45 p
20 2004/11/08 10:42:44 38542106 0g 46 4
21 2004/11/08 10:42:30 38542106 0s 15 E
22 2004/11/08 10:42:12 38542106 08 46 60
23 2004011008 10:42:00 33542106 03 46 ]
24 2004/11/07 10:41 06 38542106 08 45 ]
25 2004011006 10:40:17 38542106 03 46 ]
26 2004/11/06 10:40:02 38542106 08 45 ol
27 2004011006 10:36:47 38542106 03 46 : . : : : : . . . .
28 |2004/11/0510:36:4¢ 38542106 0.3 48 Ul . 1.00 200
28 2004/11/05 10:36:20 38542106 0g 45 D]
30 2004/11/04 10:37:12 38542106 0s 45 = m Aot v =
31 2004/11/04 10:36:56 38542106 08 45 ; o o0lain 0T e
37 2004011004 10:36:43 38542106 03 46 3 ERTIGE 0F 11 ez
33 2004/11/03 10:33:2138542106 08 48 5 TaslE is 1345
34 2004011003 10:33:06 38542106 03 46 a o AT, 7 2111
35 2004/11/03 10:325138542106 08 45 : 071 8M10 6 7471
36 2004011003 10:32:3€ 38542106 03 45 o : sl o s 180973
{ [ TOTAL AREA 1641.72 ¥

Chromatogram View Screen
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This screen displays the print preview with a single report per page. Select the Print button to print the
report.

H Result Report

& Print | a C"l I_"‘5 % 'l _1h>_ _\I:_ I-I-"Ir1 | Q Back Q) Forard | Top End Cloze

Result Report

Patient/D; 200511141157
Tasoh Tara Unknown 19608245

Entifl= camm ant
Zammentl:  diabeis
Zamment2:  high chalestaral

Fecard Dae: 20044145 10:51:41
Barzade: 1234557390120
SampleMa: 12130025

TME AREA
030 12.00
040 11.42
043 13.43
080 2741
an 4.7
1.03 1302.73

TOTAL AREA 1841.72

HbF k-4 3

200542410 14:02 raat
-
<] >

Print Preview Screen for the Single-Report/Page Result Report

Page 46/71



To print six-reports/page:

Select 6 or more results from the list. Then Select Result Report tab.

From the drop down menu select “Result Report x6".
This screen displays the print preview with 6 result reports on each page. Select the Print Button to

print the report(s).

In the same manner 2, 3, 4, or 5 results may be selected to print.

EEE Besult Report

& Print a @3\ |_"‘5 %

=l

Result Report

Paturan: ZOS1 141 1T

TaadiTara
i ccmimark

Futunim: W14 1T
TauchTara
Erdt cmmark

Publram: 2011 1411T

Paberdth 2011 141 15T

BeMMAnE  tigh ahdatarcd
Pracard Db 200411014 | D452

Puburifl 2m1 141 15T
TauchTara

CommArEE  Kgh il e tard
Faard Babtc W04 11T | 04078
Bariad at AT
Tamplate: (2102

HANE
L
g

E
Luigs
D

Pubaritk 2011 14277

DemMarE  gh uhcl it
Foacrd b 2041111 1 e
Oarcodac  |ZHEETER G
ErT

HMME
Rk
i

E
TN
3MD

TSN | K raak

Print Preview Screen for the Six-Report/Page Result Report
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9.2 ResultList

The result list is a printed list of the data. There are two printer formats available: Portrait and

Landscape type A4 (Letter).
There are two types of result list printouts: Without patient information and with patient information.

The following procedures are used to preview and print the result list.
In case Patient information is added:
In the Environment tab, check the “Add Patient Information” box under “Print Conditions”.

Analyte Walug 1=l
[ Host Gonnection Method
GHbComFormat G7 Format
Cionnection Methad Unify
Cluery B Available
QG Cuery M Available
Automatic Upload B fAvailable
El Ingtrument Information
Caompozition of Ihstrument  GHb1+GHB2
Sample No. length g
GfProtocol O Twped -
=l Print Conditions
Add Patient Infor mations B Ves
Total-Area Option 11111111111
Automatic Report O ON
1Data/Page Default Gut Sheet Printer
TM-J2000 Printer O Yes
E Cut Sheet Printer M ez
Paper size(Ad/Letter] Letter
Patiznt Header Right
Patient Header Center
Patiznt Header Left
List Header Right
Ligt Header Center
Ligt Header Left
Trend Header Right
Trend Header Center
Trend Header Left
0 Headsr Right =
A Ui dms P
. [+ []

Environment Settings Screen (Environment Tab)

Select one or more results in the list, then click on “Report” and select “Result List Portrait” or “Result
List Landscape”. Or just click on the down amow next to the Result Report button and select Result
List (Portrait) or Result List (Landscape).

HE HLC-723RP [ Vari:

base ult List
Result View | Levey
Shaw SPEC mdk Rssult List Landsnspe Record Date 2004111415 10:51:41
Trond Fiogert PatientD. 200511141157 2 51 O Update
QG Report LastMame |Tosoh Birth Date [ -
FirstMame |[Taro Sex - Al 4
Comment] |d\ahelm
Carnrment2 |h\qh chalesteral
Specimen Information [ Result
DBName:  cagcopulaiDataiSPEC.mdh
Barcode 1234567830120
200411111 104727 38542106 Sampls Mo, 12150025 iy |18 | [ren I
112004011711 10:47:12 38542108 0.8 48
12 |2004011711 10:46:568 38542106 08 15 Mo
13 |2004/11/1010:45:59 38542108 08 48 ]
14 2004011010 10:45:44 38542108 0.3 45 ]
15 |2004/11/09 10:44:58 38542108 08 48 1
16 |2004/11/0810:44:43 38542108 0.3 45 1
17 |2004/11/08 10:44:28 38542106 08 45 100
18 |2004/11/0910:44:13 38542108 0.8 48 4
19 |2004/11/08 10:42:66 38542106 08 45 4
20 [2004/11/08 10:42:44 38542108 08 48 1
21 [2004r11/08 10:42:30 38542108 0.3 45 1
22 |2004/11/0810:42115 38542108 08 48 50+
23 [2004/11/08 10:42:00 38542108 0.3 48 1
24 |2004/11/07 10:41:08 38542108 08 45 1
25 |2004/11/06 10:40:17 38542108 0.3 48 ]
26 |2004/11/06 10:40:02 38542106 08 45 -
27 [2004/11/06 10:39:47 38542108 0.8 48 . ;
20 |2004/11/05 10:38:44 38542106 08 15 000 d 20 200
20 [2004/11/0510:38:29 38542108 08 45 "
a0 2004011004 10:37:13 38542108 0.3 45 Time Name oAk Aoa =
31 |2004/11/04 10:36:58 38542108 08 45 4 0,30 AlA 07 1200
a2 2004111004 10:36:43 38542108 0.3 48 2 040 A1B 07 147
33 |2004/11/0310:33:21 38542106 08 45 5 048 F 08 1345
34 [2004/11/03 10:33:08 38542108 0.8 48 3 00 LATC 17 97 41
35 |2004/11/03 10:32:61 38542106 08 45 5 071 8MC I 7871
36 |2004/11/0310:32:38 38542108 08 45| . 5 105 &0 a1 5 150273
« [ »[] TOTAL AREA 164172

Chromatogram View Screen
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This screen displays the print preview of the Result List with patient information.

EEE Result List

%Print Q@)\m 'I" \Dlmi @ G’)

Result List

Ertbe contmrark

Butantin,

W 1T A,

g chol s tard

Spaddmar 1B Sumpla Ha Putiantin. Ikia HWILa  OOLLd  CALLak GMllE  ERELE "™

i I E T T AE 1%
i [HIEN e oA 10T
T T e i W1 T
T T iz i TN T

T TERIZD 1z15mzs TSN ST TO4ANAT 1B TE

Putuntin, Lust Hasa O ——)

T2 LT Tauch b,

High, ahalasbaral

Zpaduan 10 Patiantin. Zhle HWELa  DOLLe  DALLak Glild Bkl

TR WA | 423 TN AT | BT
T TR WS 2T T4 AT | O
T TR WS 2T TN IAZ 1T I

T TR M| L 04N 1A2 1B

20037 144 14:40 raat

Print Preview of Result List with Patient Information
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This screen displays the print preview of the Resullt List without patient information

ﬁ Result List

é Print | E"\ @1 I_"‘5 % Yl | tr'C _\I-r"_ I”r1 | @ Back Q) Forward | Top End Close

Result List

Eritl commars

F SAla HWIL& OOLLe Dbllet Bullad  BMZLd BRSLa (™™

AT I T I LTI 0 inE | s
LT LT =T nE aE 0 ins s
LT LT =T nE oas 20 14 1
LT LT =T nE aE LTE TR
LT LT =T nE aE 0103 1T
I ez nE aE 0 103 1
I ez nE oas 0 103 1 i
I ez nE oas 010z 1

Iz EETIE aE ke TN IAZ | B

20054 144 1512 raat

Print Preview of Result List without Patient Information
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This screen displays the print preview of the Resullt List (Landscape)

HE Result List

& Print | @, @, [l ~|| # w [A Q ! . End | Close

Result List

Erith commant

Spedments Sampla tio Fatrt . Commari2. Bwngas  FoSAle ot

TR oz 203 i e [ I Tt
azers0rn nme  an it [rrp— ey PRIV EREN
Tassers0rn nmer  amaatr frrp— ey 04 a0
adzerssorn nmme  amntmatr [rrp— ety 04U i
asersorn pimes aatiatr [rrp— ey 04 i
adsers0rze nme 2w Jrrp— ey 104 i
Tadsers0ize pumes s [rrp— ety 04 i
adsers0rze pumme 2wt [rrp— ey o4 et

1230124 12130008 20031 114207 Hih sholustzrs [T 00412 1044

20064144 15:33 root

Print Preview of Result List (Landscape)
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9.3 Trend Reports

Trend reports are created using data generated from selected results and can be printed.
The HLC-723RP Reporting Program can display the trend chart of specific patients.

It can also trend the same patient for performing a precision studly.

Data relating to specific conditions can be extracted using the find function.

The procedures for plotting trend charts are described below.

Click the Trend button.

Choose the resullts from the resullt list.

Select the chart type (line or bar) and SAlc (or another peak or value). See red circle in screen below.
Click the Analyze button.

The selected resullts will be displayed with a calculated Mean, SD and CV.

The control line is inserted in the chart by setting the marker in the Environment Settings under “For
Trend chart”. The Clip button allows the chart to be saved as EMF or to copy the text to the clipboard.
Comments can be added to the Trend Reports in the box field to the left of the Clip button.

HE HLG-723RP [ Variant 1 root E\E\@

Datebase  Result List Feport Wiew Help
Result View | Levey Jennings|  Trend ‘ Find | Lpload | J ‘
Show SPEC.mdhb - |Lme Chart j ‘SME j B Analyze >
DateTime Barcode F SAlC ‘_;
(%)
3004/11/13 1
B 2004711131 50
7200411113 10:49:08 1234567890124 08 45
8 (2004111712 10:48:19 1234567890124 0.3 45 v
9 20041102 10:48:04 1234567890124 08 4.5
10 |2004/11/11 10:47:27 30542108 0.8 4.5 40
11| 2004011011 10:47:12 38542106 08 45
12 |2004/11/11 10:46:58 30542108 08 4.8
13 |2004/11/10 10:45:59 38542108 0.3 4.8 20
14 |2004/11/10 10:45:44 30542108 08 45
15 |2004/11/09 10:44:58 38542108 0.3 4.8
16 |2004/11/09 10:44:43 30542108 08 45
17 |2004/11/09 10:44:28 38542108 0.3 4.5 20
18 |2004/11/09 10:44:13 30542106 08 4.5
18 |2004/11/08 10:42:59 30542108 0.8 4.5
20 |2004/11/08 10:42:44 38542106 08 45
21 |2004/11/08 10:42:30 30542108 08 45 10
22 |2004/11/08 10:42:15 38542108 0.3 4.8
23 |2004/11/08 10:42:00 38542108 08 48
24 |2004/11/07 10:41:08 38542108 0.3 4.5
25 |2004/11/06 10:40117 38542106 08 4.5 oo . o
36 |2004/11/06 10:40:02 30542108 0.8 4.5 o o
27 |2004/11/06 10:38:47 38542106 08 45
38 |2004/11/05 10:38:44 30542108 08 4.8
29 |2004/11/05 10:38:29 38542108 0.3 450 |
30 |2004/11/04 10:37:13 30542108 08 45 ‘ Mean 45800 5D 00447 GV 09764 ‘
31 |2004/11/04 10:36:58 38542108 0.3 4.5
32 |2004/11/04 10:36:43 30542108 08 48
33 |2004/11/03 10:33:21 38542108 0.3 4.8 Fow =
34 |2004/11/03 10:33:06 30542106 08 4.5
35 |2004/11/03 10:32:51 30542108 0.8 4.5 q  clip
36 |2004/11/03 10:32:36 38542106 08 45| .
< o]

Trend Chart

To print the trend reports after the trend charts have been made, select the “Trend Report” from the
Result Report menu.
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This screen displays a print preview of the Trend Report. Click the Print button to print the report.

H Trend Report

% Print | a C"l I_"‘5 % 'l _lh'\_ \L? IL"“I | @ Eack Q} Farmard | Top End Cloze

Trend Report

Enite camment
Analye Eelectoumuaive Candidan
ENE 5D 047 oV 09754 Ehaw SFEC.mdb

Diat= Sampl=Ma.
200441143 10:49:33 123455730120 12130023
200441144 10:49:52 123455730120 12130025
200441 M4 10:50:07 1234557590120 12130027
20041M5 10:51:25 1234557590120 12130024
20041 M5 10:51:41 1234557590120 12130025

20034144 15:04 raat

Print Preview of Trend Report
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9.4 Quality Control (QC) Reports

Select “QC Report’ from the Result menu.

The two analyte charts displayed in this screen are provided as selectable options for the QC reports.
QC reports print the Levey-Jennings Chart generated from selected resullts.

Select the lot # from the drop down menu whenever the program is entered

HE HLC-723RP [ Vari:

Database  Result List Yiew  Help

Result Report x1
Result View | Levey esult Report =g

Result List Fortrait

1

2

3

4 |2004/111410:48:52
5 |2004711/1310:43:38
6 |2004/1111310:48:23
72004711713 10:43:08
g |2004/1111210:4818
8 |Z00411M210:48.04
10 2004711411 10:47:27
11 200411/1110:47:12
12 2004711411 10:46:58
13 200411/1010:45:59
14 2004711710 10:45:44

18 200411/0910:44:13
19 2004/11/08 10:42:58
20 2004111/0810:42:44
21 2004011708 10:42:30
22 2004111/0810:42:15
23 2004711708 10:42:00
24 200411/07 10:41:08
25  2004/11/0610:40:17
26 2004/11/0610:40:02
27 200411/0610:39:47
28 2004/11/0510:38:44
23 200411/0510:38:29
30 2004711704 10:37:13

Show SPEC.mdh Result List Landscape

1234567890120
1234567890120
1234567890124
1234567390124
1234567890124
1234567390124
38542106
38542108
38542106
38542108
38542106

38542108
38642106
38542108
38542106
38542108
38542106
38542108
38542108
38542106
38542108
38542106
38542108
38542106

nd Report #: Update
*
20041115 10:61.26 1234567990120 540 - - - - = = - = = —
200471114 10:60:07 1234567890120 P

5.00 t\;/t—o’f‘\;/

——

— —

& b b 5 B b b
b‘}\ e‘}\ d‘? nyeyhﬁb‘@n@nﬁe@@@g @&@&@@@S@Q&@&@\ :P\\ @\\

Analyte Lot Barcode

SAlc ~| |01 99999891124

Expected 200409014

[Belect cumulative

Instrument Name

Instrument! «| [ Update
Period [g Data details

15 |2004/11/09 10:44:58 38542108 g;auﬂtf‘g;” 'é"gaunuﬁig;”
1? ﬁﬂﬁjﬂ}ﬂﬂgmj;g §§§j§1§§ lcv 0.9662 lcv0.9552 [z004m87  ~|  [200amena

#: Update

0“9‘:\QQ}&Q‘&’\B@B@Q@Q@nﬁuyn‘é@@@\@&@@@@d‘@@&@\&@Q@&@\k

31 2004/11/04 10:36:58 38542106 Analyte Lot Barcode Instrument Name

32 |2004/11/04 10:36:43 38542106 SATC - | |00z ~| 99999992124 Instrumentt -| [ Update
33 200471103 10:33.31 38542108 [Emected 2004708714 [Belect cumulative

34 2004/11/031033.06 38542108 Mean 10.0154 Mean 10.0154 [g Data details
35 |2004/11/03 10:32:61 38542106 150 0.0596 l5D 0.0595 Perind

36 |2004/11/0310:32:38 38542108 ICv 0.5953 ICv 0.5053

[z004me7  ~|  [z00m0814 ]

Levey-Jennings Chart Screen
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This screen displays a print preview of the QC Report. Click the Print button to print the report.

H Levey.Jennings Ghart

Sy Print| @ @[5 || 4 & [ €] (5]

LeveyJennings Chart

Enitle gamment

Analyte Barcad=
SAlc 2333391124

Especied Belaat cumulative

2004709 14 2004057 2004409414
Mean | Mean aMA
5D 0ME3 sD MG
o 05552 o 0a552

Date Avzrags FagiR1-RA5)
0040817 a010
00408 18 4950
004084 21 a0a0
00405 22 a0a0
00405 24 ans0
00408 25 a0a0
20044084 27 4373
200408/ 25 a100
00405 29 ams
200405 30 a100
2004408701 4350
2004408702 a0ag
200409 5 a0ag
2004408/ 05 ams
2004408707
2004409/ 05 a9
2004087 4357
20044087 12
2004402713 a0
2004402714

20054144 18:12 vaat

Print Preview of QC Report
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10 Results Find Function
10.1 Find

The find function allows the operator to enter barcode, name, and others, as search variables. This
screen is used for finding specific data.

Click the Find button to display the list of results.

To retumn to the original result list (to view all results), choose “Show SPEC.mdb” from the drop down
menu at the top of the result list.

Example:

For searching data from November 1, 2004 onwards.

Select “Date Time” from the Properties box. The Properties box offers many choices.
Enter “2004/11/01” in the Value field.

In the Condition field select “After” then click the Add. condition of (AND/OR) button.
Click the Find button to display all found results. See square in screen below.

HE HLG-723RP [ Variant 1 root So®

Database  Result List Feport View Help
| 8 | | o | ekt | o |
Result View | Levey Jernines|  Trerd Find Upload Options Result Repart Restare Call
[ show SPEC.mdb | Folder
Lookin:  [ClCopulaiData: | Browse
2 2004715105126 1234567890120 03 46
3200471114 10:50:07 1234567890120 08 45 M S FEIES
4 20041014 10:40:52 1234567890120 03 46
5 20041113 10:49:38 1234567890120 08 46
6 2004711013 10:49:23 1234567890124 08 46 i3 CERER
7 200471173 10:48:08 1234567590124 08 45 IEPEIES il Comiiito
5 200471112 10:4819 1234567890124 08 15 DateTime ~| 15 fonasioi After -
5 20041112 10:48:04 1234567890124 0s 45
10 |200411/1110:47:27 38542106 0.3 45 AND DateTirme |5 " 2004/1 101" After
11 200411041 10:47:12 38542106 03 46
12 2004111111 10:46:58 38542106 08 46
13 20041101010:45:58 38542106 03 46
14 200411/1010:45:44 38542106 08 45
15 2004/11/0910:44:59 38542106 0g 48
16 2004/11/0310:44:43 38542106 08 45
17 2004/11/0910:44:29 38542108 08 45 [y Add. condition of AND
18 2004/11/0310:44:13 33542106 0s 16
13 2004/11/0810:42:58 38542106 08 45
20 200471108 10:42:44 33542106 08 45 [ Add. condition of OR | ¥ Delete Conditions 3 Find
21 2004/11/0810:42:30 38542106 08 45
27 2004/11/0810:4215 38542106 03 46
23 2004/11/0810:42:00 38542106 08 46 Reaglster Condltions List
24 2004/11/07 10:41:08 38542106 0g 45
25 2004/11/0610:40117 38542106 08 46
26 2004/11/0610:40:02 38542108 08 45
27 200411106 10:36:47 33542106 0s 16
28 2004/11/0510:38:44 38542106 08 46
28 2004711005 10:36:28 38542106 03 450
30 2004/11/0410:37:13 38542106 08 45
31 2004111004 10:36:58 38542106 03 45
37 2004/11/0410:36:43 38542106 08 46
33 200411/0310:33:21 38542106 0g 48 Ch  Registration ) @ Find
34 2004/11/0310:33:05 38542106 08 46
35 2004/11/0310:32:51 38542108 08 45
36 2004/11/03 103236 33542106 03 450,
< I3

Find Screen
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Another example to find all results from one day’s run:
Type the date in the Value field and in the Condition field select The Day'. Click the Add. condition of
(AND/OR) button and then click the Find button.

Another example to find the resuft whose barcode corresponds with inputted number.

The barcode is entered as a value by enclosing it in [ ] brackets (property name).

To find specific barcodes select “Barcode” in the Properties box, type “[Barcode]” in the Value field
and then in the Condition box choose Match Case as shown below.

Click the Add. condition of AND button and then click the Find button.

Mew Condition
Properties Value Condition

|Barcode >| & |[Barcode] |Match Case |

AND Barcode Iz “[Barcode]” Match Gase

[, Add. condition of AND |

D., Add. condition of OR | ¥ Delete Conditions

g Find

Using this condition displays the following dialog box enabling the barcode to be entered as a search
key.

H Value

Barcode

QK

In this manner multiple barcodes can be searched for easily by clicking the Find button and entering
anew barcode in the above dialog box.

The user can select and register as many conditions as needed. First enter the conditions as shown
above and then click the Registration button. In the Registration of find conditions box enter a
descriptive name for the condition and then click the OK button. Click the Find button.

Conditions registered in this manner will be shown in the Register Conditions List and in the drop
down menu at the top of the results list as shown below.

Databaze PResult List  Beport  Miew Help

Rezult Wiewm Levey Jennings Trend ‘ Find ‘

"S81c"valug iz not in nomal area.

Show Al
T

2 200407725 135301 1234567090124 1241 81
a3 2004407725 135240 1234567890120 125 5.1
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11 Diagnosing Problems
Contact Tosoh Bioscience, Inc. Technical Support at 800-248-6764.

11.1 Error Messages and Logs

Records of any system faults or malfunctions are contained in system log files. Users can check log
file records by opening the log in the “C:\Copula\Log” folder, which displays the log in Windows
Notebook.

Examples:

a) Incorrect GHb result protocol

b) When connecting for every machine: Incorrect GHb reply of order protocol.
¢) When connecting collectively: Incorrect GHb reply of order protocol.

d) Could notinsert GHb data

e) Communication timeout

11.2 Error Messages

When errors relating to sending and receiving occur, check that the RS232C baud rate and parity
settings are correct and that the barcode character length has not been changed.

Examples:
a)COM: Invalid port number
b)COM: Portis already open
c)Device is hot open.
d)Device is already open.
e)Unable to establish transmission conditions. May be due to incorrect transmission parameters.
f) Attempted operation only valid when port is open.
g)Unable to process received data.
h)Unable to process sent data.
) Set percent decimal of equipment as “1”.
J)) Communication settings of equipment is G7(G8) format.

To check any of the above problems, check the Environmental Settings under the Options tab.
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12 Transmission Specifications

This manual does not provide information on transmission specifications conceming about the
G7/G8. That information is provided in Chapter 7 of the G7 or G8 Operator's Manual.

12.1 Transmission Procedures
Transmissions are conducted using the handshake mode. The control codes are listed in the table

below.
Code Name | Definition
(hexadecimal)

02 STX Start of text

03 ETX End of text

04 EOT End of ransmission

06 ACK Normal receive
acknowledge

0D CR Carriage retum

11 XON Resume send
requests

13 XOFF | Suspend send
requests

15 NAK Not acknowledged

Transmission Process of the version 2.xxS (G7 or G7 compatible)

<STX> text <ETX><BCC> =
< <ACK> or <NAK>
<EQOT> =>

Note:

« <BCC> represents the exclusive logical sum of character units beginning with the start character
and ending with the <ETX> and utilizes a single-byte binary configuration.

« Resend is attempted up to five times after the <NAK> response is received. After the fifth attempt,
the <EOT> is sent and the transmission procedure is initialized.

« In cases where multiple data items exist, the <EOT> is sent with the last data item.

« The response of KACK> or <NAK> must be sent within a 10 second interval.

« Host's response to the query from HLC-723RP must be sent within a 10 second interval.
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<Example using 1 data item>
<STX>text I<ETX><BCC> >
< <ACK>
<EOT> >

<Example using multiple data items>
<STX>text LI<<ETX><BCC> >
< <ACK>
<STX> text 2<<ETX><BCC> >
< <ACK>

<STX> text n<<ETX><BCC> >
& <ACK>
<EOT> >

<Example of success after 1 resend>
<STX>text 1<<ETX><BCC> >
& <NAK>
<STX>text 1<<ETX><BCC> >
< <ACK>
<EOT> >

<Example of resend attempts exceeding 5>

<STX>text 1<<ETX><BCC> >
& <NAK>
<STX>text 1<<ETX><BCC>->
& <NAK>
<STX> text 1<<ETX><BCC> >
& <NAK>
<STX>text 1<<ETX><BCC> >
& <NAK>
<STX>text I<<ETX><BCC> >
& <NAK>
<EOT> >

<Example of ACK receive timeout>
<STX>text I<ETX><BCC> -
(after 10sec)
Communication imeout
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The HLC-723RP is designed to use the following three separate transmission procedures for ransmissions

conducted with host computer units.

1) Patient information

2) GHb results
Identical to Hi-Level
mode

3) Reserved Record

<STX> patient information <ETX><BCC> >
& <ACK> or <NAK>
<EOT> >

<STX>GHb results <ETX><BCC> >
< <ACK> or <NAK>
<EOT> >

STX>reserved record <ETX><BCC> >

& <ACK> or <NAK>
<EQT> >
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Transmission Process of the version 2.xxE (G8)

<STX>text<ETX> -
< <ACK> or <NAK>
<EQOT> ->

Note:

® Resend is attempted up to five times after the <NAK> response is received. After the fitth
attempt, the <EOT> is sent and the transmission procedure is initialized.

® |n cases where multiple data items exist, the <EOT> is sent with the last data item.

® The response of KACK> or <NAK> must be sent within a 10 second interval.

® Host's response to the query from HLC-723RP must be sent within 10 second interval.

<Example using 1 data item>
<STX>text 1<ETX> 2>

< <ACK>

<EQT> >

<Example using multiple data items>
<STX> text I<ETX> >

< <ACK>

<STX>text 2<ETX> >

< <ACK>

<STX>textn<ETX> >
< <ACK>
<EOT> >

<Example of success after 1 resend>
<STX>text 1I<ETX> >

< <NAK>

<STX>text 1I<ETX> >

< <ACK>

<EQT> >

<Example of resend attempts exceeding 5>
<STX> text 1<ETX> 2
& <NAK>

<STX>text I<ETX> >
& <NAK>

<STX>text I<ETX> >
& <NAK>

<STX>text I<ETX> >
& <NAK>

<STX>text I<ETX> >
& <NAK>

<EOT> >
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<Example of ACK receive timeout>
<STX>text 1<ETX> -

(after 10sec)

Communication timeout

The HLC-723RP is designed to use the following three separate transmission procedures for ransmissions
conducted with host computer units.

1) Patient information <STX> Patient information <ETX> -
< <ACK>or <NAK>
<EQT> >

2) GHb results <STX> GHb results <ETX> -
< <ACK> or <NAK>
<EOT>->

<STX>reserved record <ETX> =
3) Reserved record < <ACK>or <NAK>
<EOT> >

Page 63/71



12.2 Result Transmission Formats

The results are transmitted using the following data formats of the version

2xXS (G7 or G7 compatible).
1) Patient information
Information Character Description
count
[Device ID] 2 No. used to identfy device (00=GHbl, 01=GHb2,
02=Glu, 03= manual upload).
[SpecmenID] | 20 Aligned left and filed in with spaces if maximum digit
count not used. Zero suppressing not used.
[Sample no] 358 Sample no (see note).
[Patient ID] 13 Aligned left and filled in with spaces if maximum digit

count not used. Zero suppressing not used.

[Firstname] 10

Aligned left and filed in with spaces if maximum digit
count not used. Zero suppressing not used.

[Last name] 10 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Sex] 2 00: unknown, 01: male, 02: female

[Birth date] 10 9999/99/99

[Comment] 20

Aligned left and filed in with spaces if maximum digit
count not used. Zero suppressing not used.

[Comment 2] 20

Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

2) GHb Results
Information Character | Description
count
[Effective flag] 1 O=invalid, 1= valid
[Operating mode] 1 0= standard method, 1= variant method, 2= thalassemia
method
[Specimen position] | 1 O=STAT, 1=transport, 2= loader
[Sample no] 358 Sample no (see note)
[No.1 Component] |5 0.0~100.0(Aligned right)
[No.2 Component] |5 0.0~100.0(Aligned right)
[No.3Component] |5 0.0~100.0(Aligned right)
[No.4 Component] |5 0.0~100.0(Aligned right)
[No.5 Component] |5 0.0~100.0(Aligned right)
[No.6 Component] |5 0.0~100.0(Aligned right)
[No.7 Component] |5 0.0~100.0(Aligned right)
[No.8 Component] |5 0.0~100.0(Aligned right)
[No.9 Component | 5 0.0~100.0(Aligned right)
[No.10 5 0.0~100.0(Aligned right)
Component]
[Flag result] 2 00~20 (00=normal)
[Specimen ID] 20 Aligned left and filed in with spaces if maximum digit count
not used. Zero suppressing not used.
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No.1 Component - No.10 Component : The following values are taken by measurement mode.

Standard Variant | Thalassemia

[No.1 Component] | FP% Ala% (HoF%)
[No.2 Component] | Ala% Alb% (A0%)
[No.3 Component] | Alb% F% (HbA2%)
[No.4 Component] | F% LA1c% | (HbD+%)
[No.5 Component] | LA1c% SALc% | (HbS+%)
[No.6 Component] | SA1c% A% (HbC+%)
[No.7 Component] | A0% HV0% | (Resenve)
[No.8 Component] | Reserve HV1% | (Reserve)
[No.9 Component] | Reserve HV2% | (Reserve)
[No.10 Component] | T-Al T-Al (Reserve)

While it is possible to use settings that do not specify the specimen ID in the GHb unit, the HLC-
723RP Reporting Program requires the use of barcodes when issuing specimen queries. This

makes it essential that specimen IDs (barcodes) are used.

The results are transmitted using the following data formats of the version

2XXE (G8).
1) Patient information
Information Character | Description
count

[ResuttiD] 1 R

[Result DiscemmentID] | 1 A

[Device ID] 2 No. used to identfy device (00=GHbl, 01=GHb2,
02=Glu, 03= manual upload).

[Specimen ID] 20 Aligned left and filled in with spaces if maximum digit

count not used. Zero suppressing not used.

[Sample no] 358 Sample no

[Patient ID] 13 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Firstname] 10 Aligned left and filed in with spaces if maximum digit
count not used. Zero suppressing not used.

[Last name] 10 Aligned left and filed in with spaces if maximum digit
count not used. Zero suppressing not used.

[Sex] 2 00: unknown, 01: male, 02: female

[Birth date] 10 9999/99/99

[Comment]] 20 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Comment2] 20 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.
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2) GHb Resuits

Information Character | Description
count

[ResuttiD] 1 R
[Result Discemment | 1 B
ID]
[Effective flag] 1 0O=invalid, 1=valid
[Operating mode] 1 0= standard method, 1= variant method,

2= thalassemia method
[Specimen position] | 1 O=STAT, 1=transport, 2=loader
[Sample no] 358 Sample no
[No.1 Component] |5or6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.2 Component] | 5o0r6 5:0.0~100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.3Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.4 Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.5Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.6 Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.7 Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.8 Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.9 Component] |5o0r6 5:0.0 ~ 100.0(Aligned right) or spaces

6 : 0.00 ~ 100.00(Aligned right) or spaces
[No.10 50r6 5:0.0 ~ 100.0(Aligned right) or spaces
Component] 6 : 0.00 ~ 100.00(Aligned right) or spaces
[SAlc/F Coefiicient | 8 179.9999(Aligned right)
Al
[SAlc/F Coefiicient | 8 179.9999(Aligned right)
Bl
[A2 8 +79.9999(Aligned right)
Coefiicient Al
[A2 8 +79.9999(Aligned right)
Coefficient B]
[HWS Lot] 7 7 characters(Aligned right)
[COL Lof] 7 7 characters(Aligned right)
[CAL Lof] 7 7 characters(Aligned right)
[Eluentl Lot] 7 7 characters(Aligned right)
[Eluent2 Lot] 7 7 characters(Aligned right)
[Eluent3 Lot] 7 7 characters(Aligned right)
[Flag result] 2 00 ~ 20(00= normal)
[Specimen ID] 20 Aligned left and filed in with spaces if maximum digit

count not used. Zero suppressing not used.
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No.1 Component - No.10 Component: The following values are taken by measurement mode.

Standard Variant Thalassemia

[No.1 Component] FP% Ala% (HoF%)
[No.2 Component] Ala% Alb% (AQ%)
[No.3 Component] Alb% F% (HbA2%)
[No.4 Component] F% LA1c% (HoD+%%6)
[No.5 Component] LA1c% SAIc% (HbS+%0)
[No.6 Component] SAIc% A% (HbC+%)
[No.7 Component] A0% HV0% (Resenve)
[No.8 Component] (Resenve) HV1% (Resenve)
[No.9 Component] (Reserve) HV2% (Resenve)
[No.10 Component] T-Al T-Al (Resenve)

While it is possible to use settings that do not specify the specimen ID in the GHb unit, the HLC-
723RP Reporting Program requires the use of barcodes when issuing specimen queries. This
makes it essential those specimens IDs (barcodes) are used.

Please make the number of characters of [No.1 ~ No.10 Component] into five characters.

12.3 Request Query Transmission Format

HLC-723RP to Host Computer
Information Character | Description
count
G 1 Request query code (fixed as alphanumeric character G)
[Query item] 2 Request query unit (00=GHb1, 01=GHb2, 02= Glu)
, 1 comma
[Specimen ID] 20 Aligned left and filled in with spaces if maximum 20 digits
count not used. Zero suppressing not used.
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Host to HLC-723RP

Information Character Description
count

A 1 Order code (fixed as alphanumeric character A).

[Response item] 2 Response item (00=GHb1, 01=GHb2, 02=Glu).

, 1 comma

[Specimen ID] 20 Aligned left and filled in with spaces if maximum 20 digits count
not used. Zero suppressing not used.
Specimen ID for query set.

, 1 comma

[Patient ID] 13 Aligned left and filled in with spaces if maximum 1.3 digits count
not used. Zero suppressing not used.
Specimen ID for query set.

, 1 comma

[First name] 10 Aligned left and filled in with spaces if maximum 10 digits count
not used.

, 1 comma

[Last name] 10 Aligned left and filled in with spaces if maximum 10 digits count
not used.

, 1 comma

[SeX 2 00: unknown, 01: male, 02:female

, 1 comma

[Birth date] 10 9999/99/99

, 1 comma

[Comment 1] 20 Aligned left and filled in with spaces if maximum 20 digits count
not used. 20 single-byte characters

, 1 comma

[Comment 2] 20 Aligned left and filled in with spaces if maximum 20 digits count
not used. 20 single-byte characters

, 1 comma

[Specimentype] 2 00=Whole blood, 01=diluted

[Container type] 2 00=primary tube, 01=sample cup

[Spare] 2 (fixed as space)

, 1 comma

[Alcanalyte] 2 00=norequest, 01=request present

[Spare] 6 (fixed as space)

, 1 comma

[Type] 2 Nomally “10"

[ContainerType 2 01= container 1

(Gluy

[Analyte no.] 4 0101=glucose, 0303=urine, space = not assayed

[Spare] 2 (fixed as space)

, 1 comma

[Glu analyte] 2 00=norequest, 01=request present

[Spare] 6 (fixed as space)

, 1 comma

[Spare] 8 (fixed as space)
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12.4 The actual example of Transmission

"S:" expresses the communication to a host computer from HLC-723RP, and "R:" expresses the
communication to HLC-723RP from the host computer.

Version 2.xxS (G7 or G7 compatible)
Query of GHb

S:<STX>G00,05410469029  <ETX>0x78

R: <ACK>

S.<EQOT>

R:<STX>A00,05410469029 ,0000011978293,LastName ,FirstName ,01,
, ,0000 01 ,10010101 ,00 , <ETX>0x10

S<ACK>
R<EOT>

Transmitting result of GHb

S:<STX>0005410469029 091800050000011978293LastName  FirstName 01
<ETX>0x79

R:<ACK>

S<EQOT>

S:<STX>10209180005 0.0 04 09 03 19 50921 00 00 6.40005410469029
<ETX>0x3E

R:<ACK>

S<EQOT>

S:<STX>00005410469029 0101 115 O<ETX>0x6

R:<ACK>

S<EQOT>
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Version 2.xxE (G8)
Query of GHb

S.<STX>G00,05410469029  <ETX>

R: <ACK>

S<EOT>

R:<STX>A00,05410469029 0000011978293 LastName ,FirstName ,01
, , , 0000 01 ,10010101 00 , <ETX>
S:<ACK>
R<EQOT>

Transmitting result of GHb

S:<STX>RA0005410469029 091800050000011978293LastName FirstName 01
<ETX>

R:<ACK>

S<EOT>

S:<STX>RB10209180005 0.0 04 09 03 19 50921 0.0 0.0 6.4 1.0000 0.0000
1.0000 0.0000aaaaaaabbbbbbbccccccedddddddeeeeeeefff0005410469029
<ETX>

R:<ACK>

S<EQOT>

S:<STX>RC00005410469029 0 <ETX>

R:<ACK>

S<EOT>
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