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1 INTRODUCTION

This document provides instruotis for the installation and esof the HISTO MATCH Softwarke

HISTO MATCH Software is designed for the interpretation and data management of HLA typing
results obtained with the HISTO SPGB0 systermand HISTO TYPE SSP kits

1.1 Limitations of the sdfvare

The HISTO MATCH software is designed to assist personnel experienced in HLA analysis by
suggesting typing results. However, any clinical or diagnostic results must be carefully reviewed by
a person qualified in HLA typing to assure correctness. This seftmay 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 wilun on most modern personal computers, howe)iers recommended that the
computer has:

T minimum of 4GB of RAM8 GB recommended)

T A minimum video resolution of 1280 x 1024

1 A 2Ghz Multi Core Processor

1 Enough available hard drive space for the databasgp @96 test worklist 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 FrardeQydhe
Microsoft operating systems (botB2 and 64 bit 64 bit systera are recommendeyithat support
this framework are:

Windows Vista

Windows 7

Windows 8(requiresSQL Server 2012 Express edition)
Windows 1Q(requires SQL Server 2012 Express edition)

= 4 4

The application requires a SQL server dateb@sstore data, results and images, Microsoft SQL
Server 208 Express 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 datgestor
requirements are likely to exceed the 4 GB limit, a full version 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 Patients and amples
The HISTO MATCH application stores sample information, and optionally patient information
associated with the sample.

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 i a collection of tests to be processed together on the MR.8P@Tessor. Each worklist

can contain any combination ofp to 96tests from the HISTO SPSBO0 range of products (with
exception of combi strips).

3.3 SSPtests

To perform a SSP analysis a sample must be created and avihsthe used lot has to be added.
Double clicking on the test opens the interpretation screBor detailed information refer to
chapter 15 (nterpretation of HISO TYPE SSP Tgsts

3.4 Kits, lots and batche$for SSO

A range of HISTO SPCSISO kits is stored within the databasach kit can have multiple lots:
{ Kit:e.g.HISTO SPOMA, defines the locus tested

1 Lot: e.g.A084 A085 defines the layout and specificity of the probes that are contained in
the kit. A single lot canontain many different batches.

1 Batch: e.g.A0851, A0852, A0853, defines how a probe reacts in comparison to control
probes, and defines the manufaure and expiry date of the tesdtrip. Single probes may be
switched off in some batchewithin the samelot. This information can be found itne
supplied Hit Tableskcel file).

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

3.5 Kits and lots for SSP
A range of HISTO TYPE SSP kits is stored within the database; each kit can have multiple lots:
1 Kit:e.g.HISTO TYPEl@éw, defines the locus test

1 Lot:e.g 145A1, 146A2definesa production lot with a specific set of primers

Page| 2
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4. INSTALLATION ANDATABASE MANAGEMENT

4.1 HISTO MATCH installation

HISTO MATCH is provided ondCRs 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 program to start the installer. There is no configuration required for
the installation; all prerequisites ((NET Framework &L Server) will be installed automatically.

4.2 Database

HISTO MATCH uses SQL Server as a database server. SQL Server Express 2008 R2 is provided w
the installation. With the 2008 R2 Express versiatabase size is limited to 10@Be server can
be@yFAIdzZNBER (G2 NHzy Ay a! aSNJ LyaidlyoOoSé¢ Y2RS:z 2
anywhere on your PC, but the folder should be accessible to all users, earlier versions of HISTO
al! ¢/ 1 dza SRE LIKBA @35l G 61 aSé¢ F2f RSNJ

4.2.1 User Instance Mod

This mode allows the easy configuration and use of the database, and reduces the amount of
resources required by the computer when HISTO MATCH is not running, but requires a little more
time when HISTO MATCH is started to initialize. As the databaseaféenot 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 allows the database to be shared across a network, and as the program is running as a
Server the database is availalateall times, even if HISTO MATCH is not running. Use in this mode
allows for faster database startup, but requires more resources.

4.3 Initial database installation
When runningHISTO MATCH2 NJ 0 KS FANRG GAYS> @2dz gAff o685
Window.

i Database Tools ' =RECE X

User Instance
File Name:

SQL Server
Serven | '|®

Log on:
) Use Windows Authentication %
() Use SQL Server Authentication

User Name:

Password:

Page| 3
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G GKAAa LRAYy(G @2dz Ydzad RSOARS AT @&2dz 6AaK
a |

l.j
default mode for Versions ¢dISTO MATCHS F2 NBE OSNEA2Y HX. Aa SN

Qx

4.3.1 User Instance Mode

-

User Instance
File Name:

The two available options are,
1 Open ¢ to select an existinglISTO MATCHBlatabase, choose this option if you have an
existing database you want to use, select the file in the open file dialog.

f New - - to create a new databaseChoose a location and filename (do not use empty
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.

# ' Database Toals 'l =S0eh X

User Instance

Creating Database

The Database will be created
After Creating or Seléing a database file youwih SS (G KS a! aSNJ Ly aidl yoOSe
/| KS to select the current database and return to HISTO MATCH

=T =
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"7 Database Tools I I o
Data Source: \SQLEXPRESS
File: C:\ExpediteDatabase\Histematch.mdf
‘: ,(
v
N
Server: \SQLEXPRESS Database: C‘\ExpedwteDatabase\}—\sta_MatchDB MDF
The available options are:
1 New : Create a new database file
) . .
1 Upgrade = : Upgrade a version 1@r 1.1database to version 2.(HISTO MATCH1 and
higher).
1 Select Select an existing HISTO MATCH Database file

9 Disconnect »“ - Disconnects from User Instance mode, and returns to the initial Database
tool window.

4.3.2 SQL Server Mode

SQL Server
Server: | "’||£|

Log on:
) Use Windows Authentication
) Use SO)L Server Authentication

User Mame:

Password:

Select a servdrom the drop down list, if the list is empty press the refresh buLQ,h

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 methoddépending on the server configuration), and user name and

password if required. Select the connect but to attempt to connect.
If successful, the tool will attempt to find HISTO MATCH databases on the. server

Pagel|5



BAG Diagnostics GmbH  HISTO MATCH Software Instructions for Use20/ 2019

f N
i Database Tools - - -. [ RS =

Getting Databases ‘

Server: John-PC\SQLEXPRESS Database:

Any databases will be displayed in & lestd several options will be available

[ # ° Database Tools
Data Source:John-PC\SQLEXPRESS

=3 Database: 1.0
- \/ersion: 1.1.0 Size: 1072.00 MB

Disconnect,

v

Server: John-PC\SQLEXPRESS Database:

1 Refreshe refreshes the list of databases from the server
1 Newc create a new Database

You will need to supply a unique database name, and enter a new file name, use the browse
button to select the file, ensurthe file is created in a location that all users have access to.

I:l Create Datai:ase EIL

Database Name:

1 Upgradec this option is available if the selected database is a versionrllOldatabase, and
can be upgraded to version2l(HISTO MATCHI12and highe}

1 Attach attach an existinglatabase file to the server

1 Detachc detaches the selected database from the server, the file can then be attached to a
different server

Page| 6
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1 Deletecg deletes the database from the server, and any asgedifiles from the file system
1 Backupg creates a backupf the selected database
1 Disconnectg disconnects from the server, and returns yoe timitial Database Tools Window

A ¥ 4 A x

5FGFo6lFaS FT2NJ dza s

MATCH program, this option is only #dable if youhave a version 1.8atabase selected in the list.

4.4 HISTO MATCH Upgrade

You should make a backup of your existing Datalb@$ere performing this upgradénstructions
for this can be found in the Instructions for Use, for the previous version.

Install HISTO MATCH from the supplied-ROM It is recommendedo 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 taken dirgcto the database Tools Windg the current

database will be selected.

User Instance or

# ° Database Tools

Data Source: \SQLEXPRESS

File: C:\ExpediteDatabase\HistoMatchDB.MDF

Lo L2 |

‘ v

hDB.MDF

[Server: \SQLEXPRESS Database: C:\ExpediteDatabase\H

Server mode

' Database Tools

‘Data Sourcesjohn-pc\sqlexpress

@ Database: hm1
¥ Version: 1.0.0 Size: 4.99 MB

Server: john-pc\sqlexpress Database:

nnnnnn

In either case you must upgrade the database before you can congjthie process will upgrade

the database, and preserve your existing data. This is a one way procesg &téri O2 YLJX SGS A

be reversed.

4.5 Creating a New Database

If your database is becoming full,raong close to exceeding the 10@GMit, you can create a new

blank database.

hy adGdalNGAy3 1 L{¢h

al ¢/ |

screen is displayed, you will see the dialog:box

LINE & a

'y R MAZAHRsplaBR ¢ Y
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r 3
HISTO MATCH
Version: 2.0
A
i ' Reset Defaults o 8 %
lReset Admin User | [ Select Database ] l Cancel
T
p——
& Copyright © 2012 MC Diagnastics .:u

Choose the Select Database option

Depending on your configuration you will either see the User instance window or the SQL Server
Window.

45.1 User Instance Mode
[&3 Database Toots [E=RESE )

Data Source: \SQLEXPRESS

File: C\ExpediteDatabase\HistoMatchDB.MDF

Lo L= | ¢

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

1 Select New

1 In the Savdile dialog box, select a new location and nafde not use empty spces)for the
database file

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

1 Your existing Users, Kits, Installation Data, and Settings will be copied to the new database.

1 Seleci—¥___ito choose the n& database and continue loading HISTO MATCH

4.5.2 Server Mode
% Database Tools =SR]

Data Source:john-pc\sglexpress

5@ Database: hm1
¥ Version: 1.0.0 Size: 4.99 MB

Refresh

Server: john-pc\sglexpress Database:
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i Select New

o rente Databece [ lecn 50 e S

Database Name:

1 Enter a unique database namthe 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.

! yS¢ aSYLIieé¢d RIFEGFolasS gAfft 0S ONBIFISRO®

1 Your existing Users, Kits, Installation Data, and Settings will be copied to the new database.

1 Seleci—¥___ito choose the new database and continue loading HISTO MATCH

4.5.3 Displayingcurrent database name
The name othe currently useddatabase can be displayed in every screen by clicking on the HISTO
MATCH version number in the upper right corner:

-EX SEES

HISTO MATCH HISTO MATCH
2.0.1.18 BAG_02_2013

4.6 Database Maintenance Tools

While working with HISTO MATCH data is permanently saved, completed or changed in the
database. The data is indexed and managed by the SQL database engine. The usage over time
results into discrepancies between logical and physical order of data (fragmented index). Highly
fragmented indexes may affect the performance of the database and the application (HISTO
MATCH). The actions reorg or rebuild can help to improve the performance of the application.
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User
Reports
Filter
Nomenclature
Interpretation
Installation
Image Analysis
Tools
Paths
*» Database Tools

Database
Server
| User Instance

Backup

Maintenance

\\fs-1\SSO-Daten\HISTO SPOT\Thailand\HISTOSPOT.mdf

ASQLEXPRESS
- D

Lpey [ C-c}
Index Name Table Name Size Frag. Action
PK_enigma_Schema enigma_Schema 1 0,00 -
PK_enigma_Roles enigma_Roles 1 000 [ Rebuild]
PK_Installation enigma_Installation 1 0,00 m
PK_Installation enigma_Installation 17299 0,00
PK_enigma_Manufacturer | enigma_Manufacturer 0 000 [ Rebuild]
PK_HistoTyp_CO6EETATOE| HistaType Kit 1 000 [ Rebuid]
PK_Requestor enigma_Requestor 0 0,00
PK_enigma_L_4160EF4D1 | enigma_Lot 1 0,00 m
X_enigma_lot_Kit enigma_Lot 1 000
PK_enigma_Warklist enigma_Warklist 1 0,00
1¥_enigma_Worklist enigma_Warklist 1 0,00 m
PK enigma_processor | enigma_processar 0 0,00
PK_expedite_Locus expedite_Locus 0 m

4

Database Tools

Reorg: Recommended if index fragmentation is >5. The index is reorganized and data groups are
sorted by its logical order (defragmentation)

Rebuild: Recommended if index fragmentation is >30. The index is deleted and rebuild. The data is
sorted physically by its logical order. This requires exclusive access to the database. No
other users are allowed to be logged in.

There are no recommendations depending on the size of the index. Nevertheless any action

performed may only have measurable effect if the index size is >1000.

Analyze:

Apply All:

Analyzes the database indices for fragmentation.

Applies the recommended action for each index (the action column in the table).
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5 STARTINGHEHISTO MATCH SOFTWARE

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

r 3
Version: 2.0
Please Waith™ " o8
Connecting todatabase
Connected to database
— ———
k Capyright © 2012 MC Disgnastics Ltd.

6 INITIAL SOFTWARETRP

6.1 Login

The application is provided with a default administrator user, you will need to login with the
dza S NYAdMIGE >4 | Yy R (1 KBasshairdd28ab2 NR a

User ’Admin ‘

sign in

Password ’ooooooooo.o] ‘

2

i RO O N O S Al

t NBaa 9y GSNE ®NJ Ot A Ol @

The only functioravailable to the Administrator user atthispdin A4 (02 SRAGO (KS
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Coa

> 14\
-
- ‘

_\‘

& 7

6.2 Add users and assign roles
The application defines 3 roles:

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

1 Supervisor:Can authorize a result.

1 Administrator: Gan administer the software and users.

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

1. Select thdUsersbutton.
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2. You will be shown a list of the current user

Last Login 22.04.2010 12:56 Roles Supervisor;Usar

3. Select theAdd button.

4. Fillin the user detaildJser Namas the unique logon name for the user.

5. Roles Select from the drop down list.

Edit User

“User
OJAdministrator

FSupervisor

6. Select theOKbutton to save oCancelo cancel adding the user.
7. The new user will be displayed in theer list.
8. Log off by selecting thieog Offbutton.

Qiiad‘;—:«f\?

Home Patients Worklists Kits Js=rs Processors Setup Log Off

9., 2dz Oly y2¢ 232y dzAAy3d GKS ySg dzaSNE | f f
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6.3 Changing the user password

1. Logon with your username and password.

vu N
N N ~
User ’Useri l
P D il L) : sign in
Password ‘ooo.ooo.ooo ’
e @ e T =
. U . N N -
~
u..’u
-~
2. ChooseSetup
AN j pa i i \
- R /7 & @ £5 P o
Home Patients Samples Worklists Kits Processors Setup Log Off

3. Enter your currenpassword, new password, and confirm your new password.

4 User
Reports

Current Password: |eeeesssssss |
Filter
Nomenclature
Interpretation  Confirm Password: |eesesssssl |

New Password: |eesessses ‘

Installation
Image Analysis v
Datag;soe!sToo\s

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

v A
Save Changes }

6.4 Import, view and updatekits

Kits and batches are distributed as XML files. A single file can contain many Kkits, lots and batches.
The file contains the information that defines the probe layout and intensities required to interpret
results.

1. Login.
2. Select theKitsbutton. l

w & 7 d @ £
Home Patients Samples Worklists Kits Processors Setup Log Off
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There &e no kits initially installed:

The following functions are available:

Import new batch.

Showhit table for selected batch.

Showecut offsfor selected batch.

IM

Generat older IMGT database hit table.

Show / hide expired batches

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

Look in: | |, Batches LI L] & B~

Name = Date modified

|PB032.ml 12/04/201013:06
|RB033.2xml 12/04/201013:08
|E8B033.xml 12/04/2010 13:10
B043.xm 12/04/20101519
DQU10.ml 12/04/201012:49
DRO32.xml 12/04/201013:29
DRO34.xm 12/04/201013:28
DRO38.xml 12/04/201013:28
DRO45.xml 12/04/201013:27
| DRO46.xm 12/04/201013:28
|2 DR047 xm 12/04/2010 13:26

LL_Ji N EE HEE

@ DR049.xml 12/04/2010 14:56

<| n |

File name: l"DHDASme" "AD45xml" "AD52.xml" "A068xml lj

Files of type: | Kt Files(*sami)

5. The application will load the files, astiow you the contentsThis may take some time during
which apparently nothing is happening. Please just wait until the batch files are displayed.

A Kit Import

Name Allel DB
POOS
A045
A052
A Lot 63
Alot 71
& Lot 76
AO77
A073
A079
A080
A033
£i034
A035
£037
E032

6. Choostave- to save the results to the database,@ance- to cancel the import.

7. Once imported the kitare available to view in the kits scredihe databasesed foreach batch
is shown in green if the latest available update is used or in yellow if an older database.is used
Clicking on the release number shows the list of older databdsespossibléo change the
database by clicking on the release number. All batches that belong to one lot will be changed
(e.g.B048-1 to B048-4).
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Kits
Search
Sort By:

e Locus: B
~ IMGTDB:| 3190 |

Locus: Combi Kit

Batch Name: B 100-1
Expiry Date: 30.10.2016

Batch Name: ABC 001-1

Barcode: 511000115043
Created: 02.04.2015

Barcode: 400010115033

Expiry Date: 30.09.2016 Created: 02.06.2014

Batch Name: DQB1 035-2 Barcode: 120350215023
IMGT DB:| 3.19.0 Expiry Date: 28.08.2016 Creatad: 08.04.2015

Locus: Combi Kit Batch Name: V 007-1 Barcode: 210070114053
Expiry Date: 30.11.2015 Created: 13.082014

Locus: A Batch Name: A 122-1 Barcode: 501220115043
Expiry Date: 30.102016 Created: 09.042015

Batch Name: DRB345 013-1 Barcode: 200130114083
Expiry Date: 29.02.2016 Creatad: 08.08.2014

Batch Name: NEG 001-1 Barcode: 230010114013
Expiry Date: 31.07.2015 Created: 21012014

reated: 08.04.2015

Batch Name: A 112-36 Jarcode: 081123614073
Expiry Date: 31.01.2016 reated: 06.082014

Batch Name: DQB1 027-15 larcode: 120271514063
Expiry Date: 30.12.2015 08.08.2014

Batch Name: DRB1 083-23 arcode: 110832314063
Expiry Date: 30.12.2015 reated: 11.08.2014

Batch Name: DPB1 018-52
Expiry Date: 30.11.2015

Batch Name: C 056-1
Expiry Date: 30.10.2016

D 9 % % % D % § H B

Batch Name: A 120-1
Expiry Date: 30.09.2016

Batch Name: B 089-40
Expiry Date: 30.12.2015

SSO and SSP kits can be discriminated by the icon:

ﬂ : HISTO SP®BSO kit -: Combistrips HISTO SP®Dn-Call Typing kit

* < . ) .
. : HISTO TYPE SSP 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 click F' button. Batches will beearched by
name, batch/lot or locusBatches that match the criteria will be displayed in the list below.

6.6 Sorting batches
You can sort the list of batches by clicking tBert by field in the list.
You can reverse the sort direction by clicking shene field again.
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