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1 INTRODUCTION

This document provides instructions for the installation and othe HISTO MATCH Softwarke
HISTO MATCH Software is designedi&da management anthe interpretationof data obtained
with the HISTO SPB®TSSO HLA typing kits, the HISE®OT HLA AB Screen/ID tests for
determination of HLA antibodies anwiith the ERY SP®TSSCkits for blood group typingThis
documentdescribes the HISTO SPGBAnodule.

1.1 Limitations of the software

The HISTO MATCH software is designed to assist personnel experieneid\ innalysidy
suggestindyping results. However, any clinical or diagnostic results must be carefully reviewed by
a person qualified irHLA analysiso assure correctness. This sefire may be used to aid in
suggesting results, but should not be used as the sole method for determining reportable results.
This software is meant as a laboratory aid, not as a source of definitive results.

2 PREREQUISITES

2.1 Hardware
The application vilirun on most modern personal computers, howeyners recommended that the
computer has:

T minimum of8 GB of RAM

T A minimum video resolution of 1280 x 1024

1 A 2Ghz Multi Core Processor

1 Enough available hard drive space for the database (e.g. a 9&deklist with results and

images will occupy approximately 15 MB of space within the database)

2.2  Operating platform
The HISTO MATCH application is designed to run using the Microsoft.Net Frandetvoltke
Microsoft operating systems (both 32 and 64 (obecommended) that support this framework are
1 Windows Vista
1 Windows 7
1 Windows 8
1 Windows10

The application requires a SQL server database to store data, results and images, Microsoft SQL
Server2014Express edition is included with the installation, this is sufficient for a local installation

or a network install of up to 10 client computers. For greater numbers of users or where data storage
requirements are likely to exceed tl® GB limit, a fullzersion of SQL Server will be required.

The application can optionally use a local area network for communication with the MR.SPOT
Processor.

Page| 1l
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3 HISTO MATCH SOFTREASTRUCTURE

3.1 PatientdDonors and samples
The HISTO MATCH application stores sample irfttomand optionally patieritdonor information
associated withthesampl® G A Sy da FyR R2y2NBR | N8 adzyYl NAiT SR

3.2  Worklistsfor SSO

In order to perform an analysis a test must be created from the sample and added to a worklist. A
worklist is a collection of tests to be processed together on the MR g®0dessor. Each worklist

can contain any combination of tests from th#SD SEOT™ SSO and ERY SP&BOrange of
products.

When creating a test for analysis only the kit name is required, batch information is supplied by
barcode when the workliss assembled on the processor.

3.3 Kits, lots and batches for SSO

A range of HISTO SF‘CHSQ kits is stored within the database; each kit can have multiple lots:
{ Kit:e.g.HISTO SPAA, defines the locus tested.

1 Lot: e.gA084 A085 defines the layout and specificity of the probes that are contained in
the kit. A single lot can contain many different batches.

1 Batch e.g.A0851, A0852, A0853, defines how a probe reacts in comparison to control
probes, and defines the manufactuaad expiry date of the test strip. Single probes may be
switched off in some batches within the same lot. This information can be found on the lot
specific CD supplied with the kits (Hit Taljdsxcel file).

4 INSTALLATION AND TWBASE MANAGEMENT

4.1 HISD MATCH installation

HISTO MATCH is provided ondCs a downloadTo install the application insert the CD into your
computer, the installer should start automatically. If the installer does not start, navigate to the CD
drive, and run the setup.exe pgoam to start the installerThe programs .NET Framework and SQL
Server are needed to run HISTO MATCH and have to be installed. The install files are provided on a
CD or can preferablye downloaded directly from the Microsoft website.

4.2 Database

HISTOMATCH uses SQL Server as a database server. SQL ServerBigisgzovided with the
installation. With the2014 Express versiodatabase size is limited to 18B The server can be

O2y FAIAdzNBR G2 NHzy Ay dG! aSNJ Ly atabageCcdrébe MGRS > 2
anywhere on your PC, but the folder should be accessible to all.users

4.2.1 User Instance Mode
This mode allows the easy configuration and use of the database, and reduces the amount of
resources required by the computer when HISTATEH is not running, but requires a little more
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time when HISTO MATCH is started to initialize. As the database files are not used when HISTO
MATCH is not running, backup is simply a matter of copying the database files.

4.2.2 SQL SERVER Mode

This mode atlws the database to be shared across a network, and as the program is running as a
Server the database is available at all times, even if HISTO MATCH is not running. Use in this mode
allowsafaster database startup, but requires more resources.

4.3 |nitial database installation

When runningHISTO MATCHdr the first time,thea 5 | G | 0 | & ®dowwiloped ¢ &
i Database Tools ' x|

User Instance

File Name:

SQL Server
Server: | ]

Log en:
) Use Windows Authentication %
(_ Use SQL Server Authentication

User Name:

Password:

AT e2dz gAaK (2

P
(0p))
(@
>
]
(0p))

'd GKA&a LRAYG @2dz Ydzad

4.3.1 User Instance Mode

-

User Instance
File Mame:

The two availableptions are

1 Open'  : To select an existingllISTO MATCBlatabase, choose this option if you haare
existing database you want to use, select the file in the open file dialog.

1 New - : To create a new database. Choose a location andnilme (do not usempty
spaces in the file name)do not choose an existing file to overwrite as this will fail. Ensure
that all users have access to the folder you choose.
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# ' Database Tools - =[] |

User Instance

Creating Database

Thedatabase will be created

After creating or slecting a dtabase file youwilh SS (KFad) §ORE LG22t ax Of
/| KS to select the current database and return to HISTO MATCH

= =

"3 Database Tools ll _—re= x|

Data Source: \SQLEXPRESS

File: C:\ExpediteDatabase\Histomatch.mdf

Lo =2 L) L2

v
&

Server: A\SQLEXPRESS Database: (:\Exned\teDatabasa\}»istﬂatchDB.MDF
The available options are:
1 New . Create a new database file

1 Upgrade 2. Upgradethe databaseversion.
1 Select :  Select an existing HISTO MATdathbase file

9 Disconnect »“ - Disconnects from User Instance mode, and returns to the imitidbase
tool window.
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4.3.2 SQL Server Mode

SQL Server
Server: | - ”g/
Log on:

1) Use Windows Authentication
) Use SQL Server Authentication

User Name:

Password:

Select a server from the drop down list the list is empty press the refresh buttL@l' to find
available SQL Servers on the local netwdhks may take a few minutes to complete. You can also
enter a server name manually if required.

Select the Authentication method, (depending on the server configuration), and user name and

password if equired. Select the connect butt to attempt to connect.

If successful, the tool will attempt to find HISTO MATCH databases on the. server
[ Database Tools - —— - S [ |

Getting Databases ‘

All databases will be displayed in a list, and several options will be available

-
# * Database Tools

Data Source:John-PC\SQLEXPRESS
- =3 Database: 1.0 Refresh |
-3 \/ersion: 1.1.0 Size: 1072.00 MB New
Upgrece
Attach
Detach il
|_Delete
| Backup
Disconnect,
v

1 Refresh Refresheghe list of databases from the server
1 New: Qeate a newdatabase
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You will need to supply a unique database nagtiee appropriate path and filename will be chosen

by the database serveiThe user can also supply a path/filename by expandingAtieanced
option. The user must then be logged on to the server machine, and the path must be accessible by
the SQL server program.

846 Create Database.. - ] X

Database Name:

® Advanced

=3

1 Upgrade This option is availablenlyif the selected databasghouldbe upgraded tanewer
version

1 Attach: Attach an existinglatabase file to the server

91 Detach Detaches the selected database from the server, the file can then be attached to a
different server

1 Delete Deletes the database from the server, and any asgedifiles from the file system

1 Backup Qeates a backupf the selected database

9 DisconnectDisconnects from the server, and returttsthe initial Database Tools Window

4.4 HISTO MATCH Upgrade
You shouldnake a backup of your existingtdbase before performing this upgrade. Instructions
for this can be fond in the Instructions for Use, for the previous version.

Install HISTO MATCH from the suppliedREIM. It is recommended to uninstall the previous
version. Any data you currently have will not be deleted. When running HISTO MATCH for the first
time after an upgrade, you will be tage RANB OGf & (2 wicdow,dhe kulrénd | & S
database will be selected.

User Instance or Server mode

5" Database Tools [l =) s | = Database Tools oo e S
‘Data Sourcezjohn-pc\sglexpress

@ Database: hm1
File: C:\ExpediteDatabase\HistoMatchDB.MDF ¥ Version: 1.0.0 Size: 4.99 MB

Data Source: \SQLEXPRESS

Lo L2 | L

[Server: \SQLEXPRESS Database: C:\ExpediteDatabase\H hDB.MDF
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In either case you must upgrade the database before you can congjtlis process will upgrade
the database, and preserve your existing datasTéa one way process afterstaiomplete it cannot
be reversed.

45 Creating a New Database
If your database is becoming full,ramg close to exceeding the T&BIlimit, you can create a new
blank database.

hy &dFNIAy3 I L{¢h a!¢/ |l LINBaa IyR K2fR R2gYy
screen is displayed, you will see the dialog:box

BAG Reset Defaults - B

| Reset Admin User| | Select Database | | Cancel |

Choose the Select Database opti@epending on your configuration you will either see the User
ingtance window otthe SQL Serverimdow.

451 User Instance Mode
7 Database Tools | e )

Data Source: \SQLEXPRESS

File: C:\ExpediteDatabase\HistoMatchDB.MDF

= ’
| [ S I

[Server: \SQLEXPRESS Database: C:\ExpediteDatabase\H hDB.MDF

i SelectNew

1 In the Save file dialog box, select a new location and n@toenot use empty sgces)for the
database file

9! yS¢ aSYLIieé¢d RIFEGFolasS gAff 0S ONBIFISRO®

1 Select¥__to choose the new database aedntinue loading HISTO MAT.CH
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452 Server Mode
% Database Tools oo S

Data Source:john-pc\sglexpress

S Database: hm1 Refresh
¥ Version: 1.0.0 Size: 4.99 MB New
Upgrade

Attach

Server: john-pc\sglexpress Database:

M Select New

o

Database Mame:

1 Enter a unique databaseame The textbox will be outlined red if the database name is not
unique or empty
1 In the file save dialog select a location and name for the new file.

1! ySg od&tabadé wilkbe created.
1 Selecl—¥___ito choose the new database and continue loading HISTO MATCH
45.3 Displayingcurrent database name

The name of theurrently useddatabase can be displayed in every screen by clicking on the HISTO
MATCH version number the upper right corner:

o
>

- * —
HISTO MATCH —  HISTO MATCH
42 HLA4. 2¥tend
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5 STARTINGHEHISTO MATCH SOFTWARE

Installation of the application will place a shortcut on your compsiteErsktopand a shortcut in the
Windows Start menu. Double click either of the shortcuts to start the applicatiorst@®tup, the
application will attempt to connect to the local database; a splash screen will show the current
progress.

4 N
HISTO MATCH

Version: 4.1

\

Please Wait! " %, -
Initializing HISTO SPOT® Module
Initializing ERY SPOT® Module
Initializing Histo Spot ABS Module Module
Connecting to database
Connected to database

- —_—

Copyright © 2018 MC Diagnostics Ltd.

.

6 INITIAL SOFTWARETRP

6.1 Login

The application is provided with a default administrator user, you will need to login with the
dzad S NYAdMIGE Sa | YR ( KPasshardi2Bab2 NR a

- - — — \.\-
User ’Admin ’
sign in
Password |ooooooooooo| 4'
I rmMIITeCeT §

Baa 9y &EignNE enaldn furictdrpvailable to the Administrator user at this point is to
Al GKS FLIWX AOFGA2Y &! aSNEE D

B
= "L; - \_’\‘ :
ooy e
& Se-ge~
e & 5 "
“ﬁ e
UU N~ - "
NN S g 7
\ N >* 7
B -
/.
S
> 4
w 2 P
User
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6.2 Add users and assign roles
The application defines 3 rolesd the respective features

1 User:Can perform most common tasks, adding samples and worklists, rasalysis and
allele assignment.

91 Supervisor:Can authorize a result.

1 Administrator: Can administer the software and users.

The rolesare intertwined. Each of the required roteshould be assigned to the user, e.g. for a
supervisor both the user role and senvisor role should be added.

1. Select thdJsersbutton.

o ‘ (] 3\5 i g P

Home People/Samples  Worklists Kits Users Processors Setup Log Off

2. You will be shown a list of the current users.

l User
‘ Admin

3. Select theAdd button.

4

4. Fillin the user detaildJser Names the unique logon name for the user.
5. Roles Select from the drop down list.

Edit User

User
OAdministrator

Supervisor
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6. Select th. button to save o-to cancel adding the user.

~

The new user will be displayed in the user list.

8. Log off by selecting thieog Offoutton.

a o &

Home People/Samples  Worklists Kits Users

7N

[

9. . 2dz OFy y2¢

232y daAy

6.3 Changing theauser password
1. Logon with your username and password.

VOIS T T

User l User 1

|

Password ]ooooooooooo ‘

i o T NN LT

2. ChooseSetup

N\

7N

||

d @ 4@

Home People/Samples  Worklists Kits Users

\ —
k.

sl |
&S

Processors

Setu

N

p Log Off

3 GKS ySg dzaSNE

sign in

-

ﬁﬁ\\
1§ P 4
A

N
&S

Processors

Setup

Vo

Log Off

3. UnderSettingsandUserenter your current password, new password, and confirm your new

password.

/ Setup

Settings
HLA Settings

nisTospote | Current Password: |oououou

wstospote | Confirm Password: |
HLA AB

ERY SPOT® SSO New Password: |sessssse

v

Users

Database Tools

Paths
Report Setup

Installation

4. Select theOKbutton
5. ChooseSave Change® return to the home screen.

to change the password
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6.4 Import and viewkits
Kits and batches are distributed as XML files. The file contains the information that defipeslilee
layout, their specificitiesand default values for thdetermination of the cut offs, which are in turn
requiredfor the interpretation of theresults.

1. Login.

2. Select theKitsbutton. \
w KR ® & o P
Kits

Users Processors Setup Log Off

Home People/Samples  Worklists

ChooseHISTO SPOBS0There are no kits initially installed:

ERY SPOT® SSO

HISTO SPOT® HISTO SPOT®
SSO HLA AB

Import a newbatch

Showhit table for the selected batch
Showcut offsfor the selected batch
Show / hideexpiredbatches

Deleteselected batch (only possible if batch is unused).

Updateall batches to use latest allele database
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3. Choose thémport button.

4. In the dialog box select one or many xml kit files to import, and chQgsen

w46 Select Kit File x
« © A | <« sso-dsten (\\dsteiserver) (.. » Batches-550 v @] | "Batches-550" durchsuchen 0
Organisieren *  Neuer Ordner = M @
== BAG Diagnostics Allger ®  Name Anderungsdatum Typ 2
e Windows (C) ) A137.20 3.33.00ml XML-Datei
' ) A138.01 333.00m XML-Datei
= HP_RECOVERY (D))
HP_TOOLS (£ ) A138.02 33300l D407.2019 1130 XML-Datsi
= rud (Adateiserven) () ) A138.03 3.33.0ml 220220191039 XML-Datei
- ’ ") A138.06 33300l 150520191048 XMIL-Datei
= gs-dolumente (Wdate ") A138.09 3.33.0xml 150520191048 XML-Datei
= vd (\dateiserver) (R} ) A138.10 3.33.0xml 150520191048 XML-Datei
== serologie (\\dateiserve ] A120.01 3.33.0uml 15.05.2019 10:48 XML-Datei
= studenten [\\dateizenn ) A139.02 3.33.0ml 15052019 1048 XMIL-Datei
-
- : ) A139.04 333.0.ml 150520191048 XML-Datei
= vkf (\dateiserver) (V) 3
S | ) A120.08 3.32.0ml 150520191043 XML-Datei
: - =
oh A\19200.0 ) 13911 3.33.00ml 300420190805 XMIL-Datei
= bhampen (1182.00. =
- &wp ") A139.14 3.35.0xml 150520191048 XML-Datsi
= software (Wqnzp) () ) A129.17 2.35.00ml 0307.201916:54  XML-Datei
o Netzwerk ) A139.20 33500l 5 AML-Datei
v < >
Dateiname: |"A139.14 3.35.0.emI" "A138.03 3.33.0xml" "A138 | Kt Files(*oam) v

5. The application will load the files, and show you the contents. This may take some time during
which apparently nothing is happening. Please just wait untibiditeh files are displayed.

Kit Import

Allele DB

6. Choostave- to savethe kitsto the database, oCance- to cancel the import.
7. Once imported the kits are available to view in the kits screen. The database used for each batch
is shown in green
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Kits
Suche

Kit HISTO SPOT CombiStrip Verfallsdatum:30.03 2018 Barcode210110116093
Batch210110116093 Erstelit08.12.2016

Kit HISTO SPOT A (Genort:A) Verfallsdatum:30.05.2018 Barcode081290216113
IMGT DB: | 325 | BatchA 129-2 Erstelc29.11.2016

Kit HISTO SPOT A (Genort:A) Verfallsdatum:30.03.2019 Barcode:081341017093
BatchA 134-10 Erstelit19.09.2017

Kit HISTO SPOT B (VGenort B) Verfallsdatum:20.05.2018 Barcode:091074816113
IMGT DB: 1 3.25 ‘ BatchB 107-48 Erstelit02 122016

Kit HISTO SPOT B (Genort:B) Verfallsdatum:30.03.2019 Barcode:091131117093
IMGT DB: | 3.29 ‘ BatchB 113-11 Erstelit05.10.2017

Kit HISTO SPOT C (Genort:C) Verfallsdatum:30.06.2018 Barcode:100589216123
IMGT DB: | 3.25 ‘ BatchC 058-92 Erstelit07.12.2016

Kit HISTO ' DPB1 (Genort:DP) Verfallsdatum:20.06.2018 Barcode:130270116123
IMGTDB: | 3.25 ‘ BatchDP 027-1 Erstelit07.122016

Kit HISTO SP,QIPQ(GenO'tDQ) Verfallsdatum:30.03.2018 Barcode:120404216003
IMGT DB: {73.25 W‘ BatchDQ 040-42 Erstelit21.11.2016

Kit HISTO SPOT DR (Genort:DRB1) Verfallsdatum:30.05.2018 Barcode:110980216113
IMGT DB: 1 325 | BatchDRB1 098-2 Erstelit00.11.2016

Kit HISTO SPOT DRx (Genort:DRB345) Verfallsdatum:30.04.2018 Barcode:200210416103
IMGTDB: | 325 | BatchDRB345 021-4 Erstellt:20.11.2016

HISTO SPOT® HISTO SPOT®
@
<0 ‘ ERY SPOT® SSO HLA AB

The differentHISTO SP®BSits can be discriminated by the icon:
: HISTO SP®BSO kit -: HISTO SP®DRCall Typing kit

* < . ) )
: HISTO SP®Toeliac Disease Kit

6.5 Finding batches
You can search for batches using the search toolbar.

Enter the search criteria into the search bar and press enter or cIic,,P,) button. Batches will
be searched by name, batch/lot or locus. Batches that match the criteria will be displayed in the list
below.
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7 THE HOME SCREEN

846 HISTO MATCH == [m] X

D BAG DIAGNOSTICS HISTO MATCH

42

& v \/-3 ‘ el @ 4 2 P

The home screen is the starg point in the software. It is accessible at most times by selecting the
home button on the main menu. The main functions of the home screen are

91 Search: Provides access to the global search screen.

1 Add rew Worklist: Creates a new worklist.

1 Import Worklist: Imports an initialcsv worklist or a processedworklist from
MR.SPOY.

1 New Patient Create a new patiertlonor and/or anew sample

In the left bottom corner the user that is currently logged in is indicat‘. bag
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7.1 The main menu

-

*® = P

- O

fad s

Home People/Samples  Worklists Kits Users Processors Setup Log Off

The main menus accessible from most screens within the software. The availability of the items
depends upon the role of the current user. The menu provides access to the following functions

Home: Returns the user to the home screen.

Peopld samples: Takes the useto the browse gople/ samplesscreen.
Worklists: Takes the user to the browse worklists screen.
Kits: Takes the user to the browse kits screen.

Users Takes the user to the browsizd SsuEef.
Processors Takes the user to the MR.SPO/Tew.

Setup Access to setup options.

Log Off Logs out the current user.
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8 USER MANAGEMENT

The system requires users to be registered with a unique username and password. Users
z must also be assigned to one of the 3 rdfi@sctions defined by the system.

8.1 The browse users screen
All usesswill be visiblen this screen

8.2 Adding a new user

1. ChooseAdd.

2. Fill in theEdit Userdialog.

User Name Unique Logon name for the user

= p——— Roles Select from user, supervisor, ar
Ol Administrator administrator.
[“Supervisor
Enabled If cleared the user will not be abl
to logon.

Comments Add comments about the user.

3. Select thi button to save the useor the ﬁ button to abandon changes.
4. The new user will be listed in the browse user screen.
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8.3 Editing a user
An existing user cabe edited. Editing is limited to changing user roles, enabling or disabling the
user, or adding comments. To edit a user:

1. Select the user from the list, and chodsdit.

2. The user name cannot langedthe other options can be edited.
3. ChooseOKto save, oICanceko abandon changes.

Note: The administrator user cannot be edited!

8.4 Reset a user password
If a user has forgotten their password, it can be reset by another user who belongs to the
administrator role.

1. Select the user from the list.
2. Select theResetbutton.

™~

(s}
P
(s}
-+
o

3. ¢KS dzaSNJ LI aag2NR gAft 0S NBasSa G2 (K
4. The user should change the password at the next logon.

8.5 Deleting a user
It is not possible to delete a user, users should be disabled, using the edit user fyremiomot
deleted.

8.6 Changing user password
The current user can change their password by choosings#tapbutton from the main menu
Choosingsettingsand thenUsers allows the usesto change their password.

Setup
Settings
Users .
HLA Settings
HisTospoTe | Current Password: ‘w‘
ERY SPOT® S50 New Password: \%‘

wisTospore | Confirm Password: ‘ ‘

HLA 4B
v

P'ASNJ LI aag2NRa NS OFasS aSyairxiArgSs Ao8leaw at | 3
Passwordand Confirm Passwordext fields must match, to prevent errors during the password

change. The user must press t@&button v to change password.
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9 PATIEN'DONOR ANCSAMPLEBAANAGEMENT
PatientgDonors (people)are optional on the HISTO MATCH system, it is not necessary
to use patientédonorsto group samples or tests for analysis, but grouping in this way
may be useful. Selecting tiReopld Samplesutton from the main menu will show the
peopld samplesscreen.

+ People/Samples

Search

Date Recieved: 18/11/2016

Date Recieved: 18/11/2016
Name

Date Recieved: 18/11/2016

nnnnnnn

Top:

Show people and / or samples by activating / deactivating the respective buttons

Name S
Name

-

’
Name Neuer Name

Createa new patient/donor.

Donors are marked in blue and patients in red. The symbol is grey if this
information is not enteredinformation on gender is visible as well if it is given
in the people information.

Createa new sample.

Editthe selected patientdonor.

Deletethe selected patientdonor.

Create report forthe selectedpatient/donor.
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9.1 Finding patientédonors and samples
You can search for patieritionorsand samplsusing the search toolbar:

z People/Samples

Enter the search criteria into the search bar and press enter or clic * @utton. Patientédonors
and samplesvill besearched by name or IPatients donorsand samplehat match the criteria will
be displayed in the list below.

9.2 Sorting
You can sort the list of patierfdonorsand sampledy clicking theSort byfield in the list.

You can reverse the sort directitwy clicking the same field again.

9.3 Adding a new patientdonor

PatientgDonors can be imported from a text file along with sample informatigee chapter
10.5Importing an initial workligt The method describelere allows adding a single patiétbnor,
with multiple samples and tests.

1. Select theAdd button.

o o

2. The edit patientdonor screen is displayed.
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