BAG HeautH care

HISTO MATCH

Instructions for Use

Version 2 / 2010




BAGHealthCare GmbH

HISTOMATCH Software

Instructions for Use: 2 / 2010

VERSION HISTORY

Version Date Author Applies to Description
o/ 23/09/2009 John HISTO MATCH Initial Version.
2010 Culkin Vv 0.0.0.16

1/ 19/04/2010 John HISTO MATCH Update

2010 Culkin V 0.0.42

2/ Kristin HISTO MATCH V1.0 Update

2010 Launhardt

OBAG

BAG Health Care GmbH

Amtsgerichtsstraf3g 1
35423 Lidsermany

Tel.:+490)6404925.0

www.bapealthcare.com

Fax+490)6404925250 info@bayealthcare.com

Auftragsannahme/Ordering:
Tel.:+490)6404 925450
Fax:+490)6404925 460

verkauf@bawpalthcare.com

Customer Service:
Tel.+490)6404925 125
Fax: #9(0)6404925421

service@baugalthcare.com

Page]|i



BAGHealthCare GmbH HISTOMATCH Software Instructions for Use: 2 / 2010

TABLE OF CONNTES

VBISION HISTOIY ..ttt s e e e e s e e e e e e e e e e e e e e e e e e eaeeeeaeeeeeeeeeeeeeeeeeeeeeeaaessesssssnnnsnnnsnnnnns L.
1 INEFOAUCTION ...t e e e e e e eeeas 1
2 e =T = To [T (RSP POUR 1
2.1 HAAIAWATE......ceiieeeieeie ettt e e e e e e e e e e e e e e e e aneees 1
2.2 OperatingPlatform ..........o e 1

3 HISTO MATCH SOftware StrUCIUIE. ..........uuvveiiiiiieee e 1
3.1 Patients and SAMPIES........uuiiiiiiiiie e 1
3.2 WOIKIISTS ... eeiieeeeee et e e e e 2
3.3 Kits, 10tS @nd DAtCRES........oeiieeeeee e 2

4 INSTAIALION. ...t e e e e e 2
4.1 SOftware INSTHALION ..........ooiiiiii e 2
4.1.1  CD iINSTAIALION. ....ceiiiiieiiii e 2

4.2 Database INSAllAtioN...........cooiiiiiiiiiiiee e 2
4.21  CDINSTAHATION......eeiiiiiieii e e e 2
4.22  Manual iNStallation..............ueiiiiiiiii e 2

4.3 Stand alOnNe SETUP.......ccuiiiiiiiei e 2
4.4 NetWork iNSTAlIAtION..........ueiiiiiiie e 2

5 Startng HISTO MATCH SoOftware.........cccceiiiiiiiiiieee e 5
6 Initial SOftWAre SELUD.........cooo s 5
G300 A o o [ o PSSP PPRPPPT 5
6.2 Add users and assign rOLES............uuuiiiiiiiiiiiiii e 6
6.3 Changing the USer PaSSWAIG..........ccuuuiiiiiiiiieee e 9
6.4 IMPOIT KIS, ..o iiiiieiee ettt e e e e e e e e bbb r e e e e e e e e e e e 9

7 THE HOME SCIEN.....ceiiiiieeiee et 12
7.1 THE MAIN MBNU ...ttt e e e e e e e e e e 13

8 USEr ManAQEIMENL........ouuiiie e et e e e e e e e e e e e e e nnnn s 13
8.1 The DrowSEe USEIS SCrEEN.......cccciiiiieieeee e 13
8.2  AdAING @ NEW USEI.....ciiiiiiii e ee ettt e et e e e e e e e e et e e e e e e e eaata e eaeaeeeeanans 14
8.3 EdItING @ USEI ...t s 14
8.4 Reset aUuSer PASSWOI.......ccoooi it 15
8.5  DeIEtiNg @ USEL.....ccoiiiiiiiiiiiiieeeeeeeeeee s 15
8.6 Changing USer PASSWOIA..........ooooiiiiiiiiiieeeeeeeeeeeeeeeee et 15

Pagelii



BAGHealthCare GmbH HISTOMATCH Software Instructions for Use: 2 / 2010

9 Patient ManagemeNL..........c..uiiiiiiiieee et 16
9.1 FiNdING PAti@NIS....ccciiiee i ————— 16
S I o 1 T 16
9.3 AddiNG @ NEW PALIENL........uuiieiiiiiiiiiiiirrr s e e e e e e e e e e e e e e e e e e aaeaaaeaaaeeaens 17
9.4 Ediing an exiStiNg Pati€NL...........uuuuuurmimiiiiiiiiiiieeseee e e e e e e e e e e e e e eaaaeeeaeaaaeaaaeaaes 20
9.5  AsSIgNIiNg exiStiNg SAMPIES.......covviviiiiiiiiieiiri e a e e 21
9.6 DeletiNg PALIENLS.......ceviieiiiiiiriiiiii e e e e e e e e e e e e e e e e e e e e e e e e e e e e e aaaa 22

10 SamPple MaNAGEMENL. .....cciiiieiiiiiiii ittt e e e e e e e e e b e e e e e e e e e e e aaaas 23
10.1 FINAINGSAMPIES....ooiiiiieiiiiiiiitt e s e e e e e e e e e e e e e e e e aaaaaaaaaaaaaaeeeaees 23
02 Yo 1 11 o PP 23
10.3 Adding @anNeW SamMPLe........ccooeiiiiii i ————— 24
10.4 Edting an existing SAmMPIE..........ccoooviiiiiiiiiiieeeee 25
10.5 IMPOrtiNg SAMPIES.......ccovviiiiiiieiieiieii e e e e e e aaaeas 26

10.5.1 Import file fOrmat...........eueeiiiiiiiice e 26
10.5.2 Importing the text file...........ooooi e 27

11 WOrKISt MANAgEMENL........uuiiiiiiiiiiiee ettt e e e e 27
11,1 FIiNAING WOTKIISES. ...t e e 27
i S 1o 1] o PP U PP PPPPPPPPPUPPPPN 28

11.2.1 WOTKISE STAIUS.....eeeiieiiiiieiie et e e 28
11.3 Creatng a NneW WOTKIISE.........cooiiiiiiiiieeeee e 28
11.3.1 WOTKISE ID. ..ottt e e e e e e e s s aeeeeeeas 29
11.3.2 Available tESIS......ooo e 29
11.3.3 Editing the plate layOuL.............coooiiiiiiiiieee e 29
11.3.4 Deleting tests from the WOrKIiSt..........cccoooiiiiiiiiiii e, 30
11.4 Editing an existing WOIKIISL.............uuiiiiiiiiiicc e 31
11.5  WOrKIISt SEIUP rEPOIt... .. e e e e e e eaaaaes 31
0 R I Y/ o1 o T (=T 0T 1 £ RSP 32
0 I 0 R O 0 ] o b A (=T oo PSP 32
11.6.2 LOW resolUtion rePOI........coooiiiiii et 32
11.6.3 High reSOlUtION FEPOIT..... .. 33
117 EXpOrting @ WOIKISE......ccoooeiiieeeeeee e 33
11.8 Send WOrKIiSt 10 PrOCESSAL......cciiiieeei e e 33



BAGHealthCare GmbH HISTOMATCH Software Instructions for Use: 2 / 2010

11.9 Importing a processed WOIKIISL..............cooeiiiiiiii e 34
12 MR.SPOTPIOCESSO .. ..c.ceeivveereeeeeeeteeseeisesee s et eases s s s s s s enenesaseeaenees 35
12.1 PrOCESSOIS SCIEEN......uuuuuiiiaee e e s st ee e e e e e e e e et e e e e e e e e e e e e e e e et aeeetee et eeeeeeeeeennesnnrnnrrannes 35

12.1.1  PrOCESSON lISE. . uuuieiiiiiiiieee ettt aae e s 35

12.1.2 SeleCted PrOCESSQOL. ... .uuuuiiiiiiieeeeie ittt et e e e e e e s s r e e e e e e e e e e aanneeneees 36

12.1.3 PrOCESSOI MESSATES. .. .cciiiiieiieeeeeeeeeeeae e ettt ettt ettt ettt e e ee e 36
12.2 AddING 8 NEW PIrOCESSOI.....cceiiiiiiiiiiiieeeeeea e e e e e e et e e e e e e e e e s s aaannbrrreereeeeeeeeaand 36
12.3 Deleting @ PrOCESSAL.......ccccuittiiiiieiiieee e e e e sttt e e e e e e e e s s s r e e e e e e e e e e e aannnnes 36
12.4 Importing results from MR.SPOT........coii et 37
13 IMAge ANAIYSIS....ccco i ——————————————————— 38
13.1 Automated gridding..........cooueiiiiiiiiie e 38
13.2 Manual gridding.......ooocuueiieiiieeee e 39
13.3 SPOt MEBSUIEMENT.......coiiiiiiiiiiii et 39
14 Worklist Analysis SCre@n......cccooeviviiiiiiiiiiiieeeieeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeneennn A0
141 MaAIN TOOIDAL....... et 40
14,2 PlAte VIBW.....eeeieiiiiiiiie ettt e et e e e e e e e nnnee 40
14.3 TSt INTOMMALION. ...ttt e eeeeee 41
14.4 INTErPret CONIOIS.....coii i 42
14.5 RESUIS VIBW...ciiiiiiiiiiiiieee et e e e e e 42
14.6 ReSUIt @SSIGNIMENL ..ottt e 44

14.6.1 Suggested RESUILS..........cccciiiiiiiiiiieee e A
14.7 Manually ignoring ProbDES......cooi it 45
14.8 Cut Off CRANGES.......eiiiiiiiiiiiiii e DO
14.9 Nomenclature DiSPlay.........cocccviiiiiiiiieiieeiiiiiiiieee e eeesiiieeeeeee e T
14.10  AULNOMZING FESUILS.....uuiiiiiiiiiee e 48
1411 PrODES VIEW. ...ttt e e e e as 49
14.12  HISTOIY VIBW .. .ottt ettt e e ettt e e e e e e e e e s eeeeas 49
14.13  RESUIL OMMENTS.....ciiiiiiiiiiiiiiiie e e e e e e 50
RS T S< ( U] o PRSPPI 50
LT A U LYo Y= 11 T 50
T (=T 0[] £ T PPNt 50
15.3 NOMENCIALUIE......cciiiiiiiii e 51

Pageliv



BAGHealthCare GmbH HISTOMATCH Software Instructions for Use: 2 / 2010

1 INTRODUCTION

This document provides instructions for the installation and use of the HISTO MATCH Software.
The HISTO MATCH 3dte is designed for the interpretation and data management of HLA
typing results obtained with the HISTO SBGEO system.

2 PREREQUISITES

2.1 Hardware
The application will run on most modern personal computé®yever it is recommended that
the computer has:

e 2 GB of RAM

e A minimum video resolution of 1280 x 1024

e A 2Ghz Multi Core Processor

e Enough available hard drive space for the database (e.g. a 96 test worklist with results and
images will occupy approximatel5 MB of space within the database)

2.2  Operating patform
The HISTO MATCH application is designed to run using the Microsoft .Net Framework v3.5SP1, the
Microsoft operating systems (both 32 and 64 bit) that support this framework are:

e Windows XP
e Windows Vista
e Windows 7

The application requires a SQL server database to store data, results and images, Microsoft SQL
Server 2005 Express edition is included with the installation, this is sufficient for a local installation
or a network install of up td0 client computers. For greater numbers of users or where data
storage 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 th&Ra@<.
Processor.

3 HISTO MATCH SOFTWARRUCTURE

3.1 Patients and samples
The HISTO MATCH application stores sample informasiod optionally patient information
associated with the sample.
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3.2  Worklists

In order to perform an analysis a test must beated from the sample and added to a worklist. A
worklist is a collection of tests to be processed together on the MR 8m0dessor. Each worklist
can contain any combination of tests from the HISTO $B8® range of products.

3.3 Kits, lotsand batches

A range of HISTO SPUSSkits is stored within the database; each kit can have multiple lots. The
lot defines the layout and specificity of the probes that are contained in the kit. A single lot can
contain many different batches; each batdkfines how a probe reacts in comparison to control
probes, and defines the manufacture and expiry date of the kit. When creating a test for analysis
only the kit name is required, batch information is supplied by barcode when the worklist is
assembled onhe processor.

4 INSTALLATION

4.1 Softwareinstallation

4.1.1 CD installation

HISTQMATCH is provided on CIh install the application insert the CD into your computer, the
installer should start automatically. If the installer does not start, navigatae CD drive, and run

the setup.exe program to start the installer. There is no configuration required for the install, all
prerequisites (.NET Framework and SQL Sewikbe installed automatically.

4.2 Database installation

4.2.1 CD installation
SQ Server 2005 Express Editionisstalledautomaticallyby the COnstallation, a blank database
isautomatically installed.

4.2.2 Manual installation
If you need to install SQL Server manually, e.g. you wish to install a different version of SQL server.
Then the blank database files need to be copied from the CD to tkx@zditeDatabase folder.

4.3 Stand alone setup

In this configuration, the application and database are located on a single PC, the application, SQL
Server, and database must be instalied the same PC, in this configuration data is not shared
FY2y3ad RAFFSNByG t/ Qa

4.4  Network installation

Installation of the database to a central SQL server allows multiple computers to share data across
a local area network; this can help streamline workflows, assembling of worklists at one
workstation, importing images, interpreting results and creatingpomts at others. In this
configuration a central SQL server is required that must be accessible by the client computers. The
blank database provided on the CD should be imported into the SQL Sgthes process is
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beyond the scope of this document andositd be performed by the IT person responsible for
managing the SQL Server.

To connect HISTO MATCH to the central server, start the application, by double clicking the
shortcut, and press and hold the Ctrl key on the PC. HISTO MATCH will start, and yee thg

following Dialog:

B ' Reset Defaults l = i = %‘
] Reset Admin l ISelect Database| | Cancel |

Choose Select Database, you will see the following options:

Connection Properties A @Iﬂ—hj

Data gource:

‘Mlcmsuﬂ SQL Server Database File (SglClien  Change:
Database file name {new or existing)
Browse...

Log on ta the server

% Use Windows Authentication
" Use SQL Server Authentication

—
——————

=
Adyanced
Test Connection | | cancel |

Select the first Change button, to select a new Data source.
Change Data Source - 2 ) |

Data source:

Microscft Access Database File
Microsoft ODBC Data Source Use this selection to connect to
Microsoft SQL Server 2005 or sbove

using the .NET Framework Data
Provider for SQL Server.

Description

Microsoft SOL Server Databass File
Oracle Database
<other>

Dato provider
| NET Framework Data Providerfor S( = |

™ Aways use this selection Cancel

Select Microsoft SQL Server from the choice of Data sources and select OK, you will be presented
with SQL Server connection properties dialog box.
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Connection Properties I | ? &J
Data sournce:
|Microsoﬂ SQL Server (SqlClient) Change...
Server name:
| w|  Refresh
Log on to the server
* Use Windows Authentication
" Use SQL Server Authentication
u
o
~
Advanced...
Test Connection | Cancel |
Zi|

The data to be filled in here will be provided by the person responsible for administering your SQL
Server. Once the data has been filled in, select Advanced

-
Advanced Properties

%) |

Network Library
Packet Size
Transaction Binding
Type System Version
E Context
Application Name
‘warkstation 10
B Initialization
MultipleActiveResultSets

read from one connection.

True -

‘w'hen true, multiple result sets can be returned and

2000
Implicit Unbind
Latest

Met SqlCliert Data

El

Integrated Security=True;MultipleActiveResult Sets=True

o]

Cancel |

Z|

|

[ KFy3&did K3 Ld S! OG Ap@zemySod idEhpoSaiCK
You will be returned to the SQL Server Connection Properties Dialog; you can optionally select

acSaid

returned to HISTO MATCH, which will attertgpconnect to the database and continue running.

| 2yySOGA2yé |0

GKA&a LRAYID

This procedure should be repeated on each client PC.

i 2

OKS O

0 KI

The connection data is stored in a configuration file in the HISTO MATCH installation folder, this is
a clear text document and is easily readablesrdiore if you are using SQL server authentication,
and have provided username and password information in the Connection Properties dialog, this
information could be compromised. We therefore recommend that you use Windows

Authentication which does not ate authentication information in the file.
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5 STARTING HISTO MAT&EBFTWARE

Installation of the application will place a shortcut on your computer desktop, and a shortcut in
the Windows Start menu. Double click either of the shortcuts to start the apmita®n start up,

the application will attempt to connect to the local database; a splash screen will show the current

progress.

& ~
HISTO MATCH

Version: 0.0.57

Please Wait! e,

M e

Loading Commen Alleles
Common Alleles Loaded
Connecting to Database
Connected to Database!

T —— T T

Copyright @ 2010 MC Diagnostics Ltd

|

6 INITIAL SOFTWARE SBET

6.1 Login
The application is provided with a default administrator user, you will need to login tiveth
dza S NYAAMI&E >d | YR ( KPasshdirdiZBab2 NR

User ’Admin ‘

sign in
Password |oooooooooool ‘
Oy OO Ot = i
) [+ Y] 1
—
U...u
~

t NSda 9yGSNI 2N Ot AO] dairday Ayé

The only functions available to the Administrator user at this point is to edit the application
G! &aSNBE D
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(& HISTO MATCH -
HISTO MATCH

D BAGHeuHcase 0042

Home Patients Samples Worklists Kits Users Processors Setup Log Off

6.2 Add users and assign roles
The application defines®les:

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

e Supervisorican authorize a result.

¢ Administrator: can administer the software and users.

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

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

e B2FMND HEALITH UAKE

Last Login 22,04.2010 12:56 Roles Supervisor;User

3. Select theAdd button.

Add Edit Reset

4. Fill in the user detaildJser Names the unique logon name fohé user.

Edit User

/|

oK Cancel
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5. Roles Select from the drop down list.

OJAdministrator
[“1Supervisor

[FUser

6. Select theOKbutton to save oCancelo cancel adding the user.
7. The new user will be displayed in the user list.

‘User

Last Login 23.06.2010 14:57 Roles Administrator

Last Login 22.04.2010 12:56 Roles Supervisor;User

Last Login Roles Supervisor;Usar

8. Log off by selecting thieog Offbutton.

o R/ 7 ® 3 &
Samples  Worklists e s

Home Patients Processors Setup Log Off

LI aag?2

w»
[«tN
A
(p))

9. You can now logon using the new userya6 4 dza SN&B KI @
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6.3 Changing the user password

1. Logon with your username and password.

User ’ User 1

sign in
Password ’ooooooo.ooo {
Vu —u\.a-\_cu:.. g
— .. Y " 4
~
~

2. ChooseSetup

Q&7 a

Home Patients Samples Worklists

p

Log Off

g o

Processors Setup

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

4 User
Reports Current Password:
CWD New Password:

Nomenclature )
Confirm Password:

4. Select theOKbutton to save changes.

5. ChooseCloseto return to the home screen.

6.4 Import kits

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.
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o R 7 ﬁﬂ\a = o

Home Patients Samples Worklists Kits sars Processors Setup Log Off

There are no Kkits initially installed:

Import Tt Table | CULOR

3. Choose thémport button.
Import it Table w

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