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All of One Lambda software products are 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 software 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 de-
finitive results. The software design does not mitigate hazards associated with the software. The laboratory direc-
tor or technologist trained in histocompatibility testing is required to review all data to detect any problems with
the software. Please note that this document was prepared in advance of the HLA Fusion software release. There-
fore, you may notice slight differences in the content of the actual application screens.

For In Vitro Diagnostic Use.
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Introduction

™

What is HLA Fusion Software?

HLA Fusion Software is a companion to One Lambda’s molecular typing and antibody screening
products. This software runs in both stand-alone (on a single computer) and network environments.

The features of this software allow you to do the following;:

Import raw data from the LABScan 100 flow analyzer

Manually enter reaction patterns for Micro SSP and LABScan 3D, FlowPRA, LAT and LCT
products

Read ELISA results for LAT products

Analyze the raw data and review the results in graphical form

Adjust cut-off values to clarify the results

Easily update product information, (i.e., new product and lot information)

Search for specific data and create standard or custom reports

Note:

Make sure you have downloaded the most up to date Nomenclature and/or Serology
Equivalent files before you import catalogs or attempt to analyze sessions/samples.

Also, please make sure your collation of SQL Server matches the collation of client
instances, (a collation encodes the rules governing the proper use of characters for a
language or an alphabet). If you are not certain, please verify with your system/database
administrator.
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Product Documentation and Update Files

The HLA Fusion help contains the most current HLA Fusion information and procedures. It is
accessible from within the Fusion software application by pressing the F1 key or by selecting Help :
HILA Fusion Help. The most recent copy of the HLA Fusion help file can also be downloaded from
the OLI download website. Simply download the latest help file and copy it into your local Fusion
installation help folder, replacing the existing file ending in extension .CHM.

While this document, the HLA Fusion User Manual, is kept as current as possible, it must be delivered
well in advance of the software in order to allow for translations.

Generally, product update information, such as new features and issue resolution is located in the HLA
Fusion Release Notes. If a software release is minor and the release notes are not updated, a README
file is provided with a list of changes to the software and pertinent information that is not yet included

in the user’s manual.

In addition, you can always access the most current product update information from the Help >
Product Update Notes menu option within the HLA Fusion Software application, or from the OLI
download site.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0)
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Program Updates

Note: For best results, always make sure you are using the latest version of HLA Fusion™
Software.

HLA Fusion will automatically (if configured) detect if there is a software update/patch available and
inform you of the availability. You may also obtain updates of HLA Fusion by request. Please contact
your One Lambda, Inc. representative for a copy of the software, or see the Technical Support section
below for more contact information. Product information updates, (catalog files, etc.) for HLA Fusion
are available through your One Lambda Inc. representative, or from the One Lambda website:

http://download.onelambda.com

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0)
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Limitations of the Program

All One Lambda software products are designed to assist personnel experienced in HLA analysis by
suggesting typing and antibody screening results. However, results must be carefully reviewed by a
person qualified in HLA typing or antibody screening to assure correctness. This software 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.

For the reliability of patient information stored in the database, users must ensure that the identifier
for each patient is unique and that each sample identifier is unique. The storage capacity of HLA
Fusion is limited by your version of Microsoft SQL Server. Please see the Fusion Database Utility
Users Guide, or the Microsoft website, (www.microsoft.com) for more information about the storage
capacity of the various versions of SQL Server.

HLA Fusion assumes that data for each required input is in standard format that has not been
modified. Raw data files must be in a Comma Separated Values (CSV) file format and must follow
these guidelines:

e The data file is a CSV generated by LABScan 100, using software versions 2.3 or XPONENT 3.1
or xPONENT 4.2.

e All HD products must be acquired on software version 2.3, or XPONENT 3.1 or xPONENT
4.2.

e The data file name,(also known as a Session ID) must be 40 characters or less in length and
include the .csv file extension.

e The data is generated based on original, unmodified templates provided by One Lambda, Inc.

e The user is responsible for final assignments and must review all suggested results.
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Technical Support

For technical support or to report software problems, contact your One Lambda representative. From
the United States, call 800-822-8824, or in the Greater Los Angeles Area, call 818-702-0042. Contact
us by e-mail at: techsupport@onelambda.com

For system requirements, see the HLA Fusion Software Installation Guide.
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Scope of this Manual

This manual provides information on how to import raw data, make changes in cut-off values and other
configuration and control adjustments as necessary for analysis, as well as how to track and report
analysis results. It is very important to recognize that the QC, (Quality Control) data used with this
program and the defaults set in this program are based on One Lambda’s experience with the product in
a tightly-controlled research and development environment. Thus, a laboratory performing HLA typing
or antibody screening in another environment may need to reset cut-off values to meet specific
laboratory requirements.
From the Main Menu of HLA Fusion, you can access the three major components of the program:

¢ Analyze Data

e Reports

e Manage Records

e Manage Samples
In addition, you may also access the following features:

e Patient Information

e Utilities

e Help

e Exit

This manual helps you start using One Lambda’s HLA Fusion. It includes an overview of the system and
then takes you into the process of analyzing data.

See the HLA Fusion Software Installation Guide for installation instructions.
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Navigation

This section describes the various ways to access the HLA Fusion software menus and functions, as
well as how to use the Navigator tool to access and move between sessions and samples.
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Logging on to Fusion

1. Double-click the HLA Fusion Icon ﬂ\ on your computer desktop. You can also open the
program from the Windows menu: Start > Programs > One Lambda > HLA Fusion.

The Security Login dialog box is displayed.

The Fusion Security Login Screen

4% HLA Fusion - Security Lagin E’E‘@

HLA Fusion®

User Name™: BSmith |

Password™:

| |

Forgot User Name

Forgot Password loaln || Eares |

Verss,lon of SQ‘lj- SQL Server
erver use # 2014 Bepress Edition
Database:

Database that {local\FUSION_SQL14EXPAFUSIONT
Fusion is using # Version: 4.0.1.13925; created on: 5/11/2015
Used: approximately ~ 2% - 11 MB of 512 MB DE size

Regional Settings:

Database b _
Collation q Client: English (United States)

DB Server: us_english\SQL_Latin1_General_CP1_CI_AS

'VIONE LAMBDA ® @ ®

Enter your HLA Fusion User Name and Password.

Click the Log In button to open the program. A message asks you to wait.

HLA Fusion™

Please wait Fusion is configuring and loading...

Note: The Database field displays the database to which you are currently connected.
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Retrieving a Forgotten User Name or Password

e Ifyou forget your HLA Fusion User Name, click the Forgot User Name link, enter your first

and last name and select your lab role, (supervisor or technician). The system displays the
user name matching the data you provide:

4% Forgot User Name EI

HLA Fusion~

Last Name™ : |Yo|.|r Last Name |

First Name™ : |Yo|.|r First Name |

Role™ [ Lab Technologist -]

User Name | |

05:;,»\-; - LAMBDA ® @0

e Ifyou forget your HLA Fusion password, click the Forgot Password link and answer the
two security questions you were asked when you set up your user profile.

e The password is displayed when the questions are answered correctly.

i1

HLA Fusion- @O i

Lser|D*:  |ieESg x Forqot Usertame

Secunty Questions

YWhat iz the last name of your best childhood friend 7 * | |

What is the name of the city you were barn 7 * | |

Your Password is : | |

| Get Pagsword || Close |

'VJONE LAMBDA ® ® @
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Key System Settings

Screen Resolution

HLA Fusion software requires a screen resolution of 1280 x 960. The software displays a message if
your current resolution is less than the expected settings.

Note: You can choose to suppress this message through the Edit link on the General
Configurations section of the Home page.

HLA Fusion EI@

The minimum required screen resolution is 1280 X 960.
Please use display settings to change the screen resolution.

Do you wish to continue?

[[] Don't ask me this again

]

Minimum Screen Resolution

You can select Yes to have the continue to start the application. Or, you can select No to exit the
program.

In addition, if your computer is running Microsoft® Windows 7° or Windows 8%, the text display size
setting must be set to Smaller - 100% (default). Take these steps if you need to adjust this setting:

1. Right-click on the computer desktop. Select the Sereen Resolution option.

The Screen Resolution window displays.

Windows 7 Screen Resolution window

(<] Screen Resolution

N

() [B - aiconwo paneittems « Dislay ~ Screen Resolution ~ [ [ sercn convei pane

| Fle Edit View Tools Help

(Change the appearance of your display

Detect
Identify

Display: 1 LPISGWH2TLAA ¥

Resolution: 1280 x 768 (recommended) |
Orientation: Landscape 2

Connect to a projector {or press the & key and tap F)

3 ke texct and other items larger or smaller

What display settings should I choose?
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Select the Make text and other items larger or smaller, (see previous).

2. Select Smaller sized text.

Windows - Selecting Smaller

=il

GOQ |i + Al Control Panel Items = Digplay e m I Search Contral Panel \l—ﬂ“

| File Edit View Tools Help

Control Panel Home

Adjust resolution
Adjust brightness
) Calibrate color

Change display settings _)(: Smaller - 100% (default) Preview —M8M

Connect to a projector
Adjust ClearType text
Set custom text size (DPT)

See also
Personalization

Devices and Printers

Make it easier to read what's on your screen

You can change the size of text and other items on your screen by choosing
one of these options. To temporarily enlarge just part of the screen, use the
Maagnifier tool.

" Medium - 125%

File Permissions

All HLA Fusion users must have read and write permissions to the following directories and files:

e C:\Program Files (x86)\One Lamda\

® Onelambda.Fusion.Interface.exe.config

® ReportMap.xml

e C:\OLI Fusion\(and all the sub directories and the files in these directories)
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User Interface

Fusion Home Pages

Opens the Navigator
Search Criteria
window
Notifies of Catalog

Updates

Reports Data Sample PatientInfo Profile Utilities Help Eit

28 QA ECE A &R
HLA Fusion> | Home

Opens the Fusion setup win- Opens the
dow for general, (audit trail, Users Info
auto-download enable, pa- Screen Opens the Catalog

tient type, etc.) printer, URL’s

Management window
and directory path setup

BRI Tl ]
@

- - System Data and Catalogs
Catalogs Last Updated H of Sessions # of Tests Recent Session | o "o oo o e v % @
impottsd on 5/12/2015
5/12/2015 0 a eten =
. Downicad  Printer
The Fusion 3
\ 51272015 ] L] Database
Ex’l’.lokrer e — FLA Fusor. fouaFUSION_SOL 4EXP FLSION
1 n Used ~ 19% - 100 MB of 512 MB DB size.
click any il l 4 Version 4.0.1.13925; created on 5/11/2015 Opens th
button to Seting us_english\SQL_Latin1_General_CP1_CI_AS pens the
open the ‘ 5/12/2015 0 0 PR T printer setup
correspond- FlowPRA ‘ 5/12/2015 0 0 window
. ow
ing product st Opens the Reference
=ler 5/12/2015 ] (] H .
File Update window
Product Documents
Nomenclature IMGT Catalog Worksheet Worksheat , i R R
Catalog b il e, 8 s et Probe./Primer Detashest 5 freep If'Audlt
RSSO1A 012 02 |Januay 2012 370 LABType® 550 Clas. . [ | Roig'lfn%'ls 0#'
RSSOTA 013 01 | Januay 2012 370 LABType® 550 Clas... | | edititso
RSSO1A 12R 01 January 2012 370 LABType® S50 Clas. | |
RSSO1B 014 13 January 2012 370 LABType® 550 Clas. | !
RSSO1B 016 03 |Januay 2012 370 LABType® 550 Clas. . | |
RSSO1B 016 02 | Januan 2012 370 LABTvoe® 550 Clas..
RSSO154 004 08 |Januay 2012 370 LABType® 550 Bud..
RSS50154 005 01 1January a2 370 LABType® S5O Bwd...
RSS0154 006 00 }Januaryzmz 370 LABTyp=® 550 Bwd. | L
Status Bar

# |/} User Name: | robertvan | | ServerName: | (locall\FUSION_SQLI4EXP | | Database Hame: |FUSION1 | |ver 401

This user interface option gives you access to the individual product home pages, import data and view
analysis windows. It also allows you to view or access system or product data, reference file downloads

and configuration settings.

This interface is what you will see when you first log in to HLA Fusion if the default configuration is set.

Note:

If the current page does not show updated information upon modifications or downloads,

go back to the main Home page, then return to the product home page to see the

changes.
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To display the home page for one of the products listed in the bottom left area of the page, click the
button or menu option. For LABScreen:

e From the main Fusion home page, click the LABScreen button, or
click the LABScreen button on the HLA Fusion toolbar at the top of
the screen.

OR, E

e Select Analyze Data > LABScreen from the Fusion Menu Bar.

Notice how the screen changes to fit the selected One Lambda product?

Note: Migrated and upgraded databases also use the same interface.

If you want to make one of the product home pages the default home page so that each time you login to
HLA Fusion, that particular home page is displayed, do the following:

1. On the top second row of the screen, click the -ﬁ- | button.
OR’ :&\ Fusion Setup =] & =]
: : HLA Fusion- 000000
2. Click the word Utilities on the Fusion Taskbar. Genera Sotig | i S| Ula | ]
Enable Audt Trail Logging [
3' On the General Settings tab’ Clle the drop—down Enable Auto Lipdate Notfication for Refernce Fies and Software [
. . Auto Donor PRA Caloulation [7]
arrow and select from the drop-down list in the Sy Curent Sl MerSove o Cari
Default Home Page field to select your default home et |0 -
ELISA Reader Seral Port: -
page. — S

4. Click Save and then Close.

Defaut Statup Home Page

Treatment:
DNA Sample Source: | =

Antibody Sample Source:

Display LABScreen MFI/SF] values as whole numbers in select locations [
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Launching Navigator

If the Navigator tab is not already displayed on the right of the application window, click the
Show Navigator toolbar button to activate the Navigator function,

Or,

% Product € Test Date
O Catslog 7 Session Date

Group:

Navigator Tree

Using the Navigator tree, you can easily move between
analysis products, sessions, samples and test dates.

_:li'

Move your cursor over the Navigator tab on the right border of the
application window to slide the Navigator into view.

The Fusion Navigator Tree
[ Navigator
Group:

& Product © TestDate
€ Catalog (" Session Date

=} LABType
0406WORKSHOP_DRB345_
0406workshop_DRB1_lot 10_
0406workshop_dgb1_lot 6_ID
0406workshop_dpb1_lot2_ID
0407wksp_DR_lot12_ID1046
0406workshop_C_lot 6_ID40
0407wk shp_rssoB1_cl_ID104

=} MicroSSP
Micro SSP_20110927130414

g Micro SSP_20110927125212

=} LABScreen
0405_LSM12 009_ID172_itak
06-28-05 John Hopking LS2_
0407LS1A4004_001_ID328
020206_lsm11_ID380
02131_LSM12_011_01_ID32

Note: Double-click on a session, or click the + sign to the left of the Catalog, Date or Product
module to display the list of sessions.
[Boigatbe | [
G " Pioduct © Teut Date E ?“ L.b.BT_','FIE
% ¢ sy  Seimbus |B ) i 0406warkshop_A_Let 7_1D40
HLA Fusi - Sessions 040309_DQ_004 - 12/18/200
USION { e Lasyce in the
Products | || = tescen _ 0407wksp_RSS02345_005_
o Navigator 0406warkshep_DRB1_lot 10_
LT D406warkshep_C_lot 6_1D404

Click a sample name to display it in the analysis window.
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Results Grouping

The sessions and samples displayed though the Navigator tool can be sorted by various criteria:

¢ Product type
e Session Date
e Catalog

e Test Date

The default is to group by Product. See the next few sections for details about the various display

options.

Group by Product

Reviewed/Unreviewed Sessions

& Product € TestDate

Giroup:
" Catalog ¢ Session Date

= LABType
- 0407 whksp_RSS02345_005_|
0406workshop_dpb1_lot2_|D
0406workshop_B_lot 91040
040Bworkshop_B_lat 91040
0406workshop_&_Laot 7_1D40
0406workshop_dgbl_lot B_|D
0406workshop_B_lot 91040

Y,

0406workshop_C_lot B_1D40
[} LaBScreen
-8 20080116_PRAT_LOT11_ID
0B-28-05 John Hopking LS1_
0420071sm12_013lo_ID1051
042007L52401_004_I10329

0406workshop_DREB1_lot 10_

1opebinep

Sessions not
yet analyzed
are BLUE.

Analyzed
sessions are
BLACK.

02131 _L5M12_011_0_ID32
021308-L5M14 hna lot g_IDE
130907_LSM_13_wBCOO0E_
® 0E-28-05.John Hopking LSZ2_

The Navigator displays imported sessions for each product type,
based on the date range and other criteria set in the Find
option. If you are already in the analysis mode for a certain
product, just the sessions that fit within the date range for that

product will display.

Click the + sign next to the product type you are interested in to
display its sessions.

The sessions displayed in blue are the ones that have not yet been
analyzed. Once you analyze a session, its color on the Navigator list

changes to black.

Click a session name to display the samples within that session. For LABType and LABScreen, the
system also performs a batch analysis and displays the results in o i
Sample Failed in Batch Analysis

the Session Summary.

If a session sample is listed in Red, it means the

sample failed in the Analysis.

Click a Sample Name to display it in an analysis

window.

Jogebiaepy

Group: & Product €& Date ¢ Catalog

- LABType =
28 101408-56:44_002_HD_M
105722R_290110_361_4
105722F_290110_361_4
8 G MEG COMTROL

GO52510105115Y

28
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Group by Catalog

Group by Catalog

When you select the Catalog group option in the Navigator, Group: | Product  TestDate
sessions are displayed in alphanumeric order by @ Catalog ¢ Session Date
Catalog Name.

; _20110823103509
FlowPR&_20110823104141
- LAT1240_002_00

:5 LATO1112008
LS8 |atmikedOtest

e

)

Group by Test Date

oebine

" Catalog  ( Session Date

When you select the Test Date group option, sessions are displayed in
F-11A7202 . .
- chronological order by their test dates.

3131202 Otherwise, the use of this tool is the same as described previously in Group

- 8 130907_LSM_13_ WECO0DE_
442042012 by Product.

[ 4/11/20M
- 2/28/20M

W\/\/"\/\\/‘/N\/\/\N

Group by Session Date

Mavigator

J0EEIAE N

Group: 0 Product 0 TestDate

E-11472011

88 040Bwork shop_B_lot 9_1D403

: 130907_LSM_13_wEBC0006_IDS3 . . . . .
CAEwalshon DRE1 Lol 10 D405 When you select the Session Date option, sessions are displayed in order of

040Bworkshop_C_lot 6 D404 A .
20080116_PRAT_LOT1I_ID42

06-28-05 John Hopkins L52_009_2 thelr creatlon dates :
® (6-28-05.)ohn Hopking LS1_009_1
o 0420071sm12_013o_ID1051
(042007152401 _004_ID323
02131_L5M12_011_01_ID3214
(021308-L5M14 hna lot g_IDES
FlowPRA_20111117170511_FL2HD
170441_FL1SP
170452 o]

FlowPRa_20111117

Otherwise, the use of this tool is the same as described above in Group by Product
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Accessing HLA Fusion Software Functions

Main Menu Options

&% HLA Fusion™

*I AnalEeData Reports Data Sample PatientInfo  Profile  Utilities Help  Exit l«
RBESDQEEA & LY R

Options on the Fusion Menu Bar

You can access HLA Fusion functionality at any time from the toolbar’s Main Menu, which is displayed
at the top of all HLA Fusion application windows. See the following sections for a list of the options
available under each main menu item.

Analyze Data
LABType Analyze Data
Micro S5P
LAEScreen Each option under this menu item is either a molecular or antibody product for
LAT which you can import CSV files, or manually enter reactions and analyze data. For
LCT details, see the individual product analysis sections in this user manual.
FlowPRa

Menu Bar: Analyze Data Reports

When you select this menu item, the Reports Page is displayed, allowing you to create reports of your
analysis data.

Data

When you select this menu item, a Data Window is displayed that allows you to manage, (i.e., delete,
archive, activate or move) sessions and samples, map session alleles to a new IMGT V3 nomenclature,
and view/print log files of session data.

Sample Sample

Impart Sample Lisk
Options under this menu item pertain to importing, creating, managing, Manage Sample Info
and exporting sample information. This is also the menu to use for Manage Test List
managing Luminex test lists and for creating sample work lists and plate Create Sample Worklist
designs. Create Plate Design

Menu Bar: Sample
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Patient Info

Import Patienk Lisk Patient Info
Manage Patient

ab Tracking

Options under this menu item pertain to importing patient/donor lists,

) managing individual patient/donor information and tracking patient antibody
Menu Bar: Patient Info

data.
Profile
Iy Profile
List Liser There are options under this menu item for creating and managing your own user
Lab Praofile profile, lists of system users and privileges and lab information. There is also an

option for switching between the home page options depending on your system and
Menu Bar: Profile ~ navigation preference.

Lkilities
Utilities IUpdate Reference 3
Catalog Template Association

The options under this menu Muolecular Product Configuration b item pertain
to importing catalog, code antibody Product Configuration Create Combined Products and serology
files, configuring the Generdl Sektings Set Default Megative Value molecular and
antibody products you Set Mixed Product Configuration analyze,
setting up your HLA Fusion Fretliets Sl 58t Analysis Configuration system, and
system validation. yalidation S Fie Import

Switch User
Switch Dakabasze

Menu Bar: Utilities

Help

This menu item allows you to access the following HLA Fusion ~ [1oiE] Bt

Software information: HI A Fusion™ Help 3
HLA Fusicn™ Video Tutoral Snift+F1

¢ Online help, which provides guidance in using HLA

Fusion Software. Frocuct Lpdate Motes

Check for FLA Fuzion Updates

e Links to tutorial, “Show Me” videos. A
5

¢ Notification of updates and a description of new

. . Lhoot HI & Fusinn™
features in the latest HLA Fusion software.

Menu Bar: Help
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¢ Dynamically updated Frequently Asked Questions (FAQ’s) about HLA Fusion software.

e The build and version number of the HLA Fusion Software application you are currently using.

Note: The online help can be accessed from anywhere within the HLA Fusion application when
you press the [F1] key on your keyboard. Occasionally, updates are made to the online help
between releases of the HLA Fusion. To ensure you have the most current help file, check
the OLI download site
at:download.onelambda.com/pub/tray info/Windows/HLA Fusion_Catalogs/Documen
t/

(A Fusion™ x

o~ .
lol Do you want to exit HLA Fusion™? EXIt
k=

When you select this menu item, a dialog box displays that allows you
either to select Yes to exit and close the HLA Fusion application, or select
No to keep the current session open.

Exit Confirmation Message

Toolbar Buttons

HLA Fusion provides a toolbar, displayed just below the main menu bar options with access to
commonly used functions.

&% HLA Fusion™

eData FReports Data Sample PatientInfo  Profile  Utilities Help  Exit

G Q E5°E A &L B % R @

Fusion Toolbar buttons

® You can also hover your mouse over the buttons and a label will pop-up with the name of each
button.

e Please note that some of these buttons are only available to use when you’re on an Analysis
Screen.

The following table describes each toolbar button:
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Button | Name Other Buttons and Controls
{1 Home

& b ¥ &) [ e

Find Product Data Analysis

Print <eSummary | < 45985 -1P M|

. _ Sample Navigation Tools (Only visible during sample analysis).
Print Preview The <<Summary link returns to the associated sample
summary table.

g

@

Print Screen

Displays the date of
Magnify Sample Date: 3."23."2'311 the current sample in
the analysis window.

Reports

B & E

Show . . E .
Navigator Click the Find button to open the HLA Fusion Search

Window to look for records using various criteria.

1]

[T

£A Patient
You can choose to search by Patient ID, Sample ID, Session ID,
: Catalog ID, (and specificity), or Other.
Related
Records Other allows you to provide multiple search criteria including: date
range, session status, and catalog type.
i Side by Side
I Comparison

The Find dialog box also allows you to modify the Navigator Session sort and display criteria.

The Side by Side Comparison and Related Records buttons are visible only during sample
analysis.
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Fusion Search Screen

1ol
3 .
HLA Fusion® 0000O®OGS
Search Criteria r Sort Navigat
- 2] Sessions
Select these | i g, pojeri p - W Session Date/Time DESC Set the order
search criteria ~ ] Tray Status that your
for basic By Sample D |:| o search results
[[] Sezsion Name N N
searching. § || By Session ID will be dis-
™ By Catalog 1D =l played.
Specifici
es:Iaebcltec::‘zesr :::: peciicny I Display Fields for Mavigator
and Field dis- Other = Sessionz
[l Session Mame
plays. i
. - [ Session Date
Test Date: - v
’ o=t e I _I ] _I |1 Test Date
Search by Session Date: | 5/ 172012 =| 127 572012 =] [] Catalog Choose which
Date range, , — LI Locus Type information
Session Sta. Session Status: | Finished =l [ Tray Status you want to be
tus, or Cata- B! | Catalog Troe: |- 5 W Ted shown.
’I t aleg Type - [1 Sample Name
08 type. [1 Well Position
W Patient 1D
[1 Sample Date
[1 Well Status
After choosing your search criteria, click the
Find button to begin the search.
Note: The date range set here, in the Session Date field, is used as the default date range

throughout HLA Fusion, such as in the Navigator and Reports windows. Each time you
change it, and click the Find button, the default changes for the rest of the application.

Print Report

From any Analysis Screen, you can click the Print =)
button to display a list of the reports that you can print,(the
reports listed are specific to the product you are currently
analyzing, so what you see in the example here may be
different). If you have set up a default printer, (configured
through Utilities > Printer Setup) the selected report is
automatically sent to the specified printer. Otherwise, a
dialog box is displayed from which you can select a printer.

Generic Typing i

Malecular Cuskom

Cuskom Typing Resulks by Sample
Allele Summary

Allele Code

Malecular Typing Surmmary

Example of Print Report Options
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Preview Report

Patient Summary From any Analysis Screen, click the Preview Report
Patient Typing For Batch button to display a list of reports you can check out before
printing—reports listed are specific to the product you are

Patienk Cuskom . . R X
currently analyzing. The reports are displayed in a preview

el Gl window. Use the Print = land Exportl_=e buttons in the
Customn Typing Results by Sample preview window to output the report in the selected format.
Allele Code

Click the CloseX] button at the upper right of the screen to

allele Summary . X .
exit the preview window.

Molecular Typing Summary

Panel Surmmary

QT Overview

Example of Preview Report Options

Print Screen

From any Analysis Screen, click the Print Screen ] button to open a new window containing a

screen shot of the current analysis window. Click the Print button, (top, left corner) to send the
screen shot directly to the printer.

To close this window, click the Exit %] button or the Close button.

i HLA e ™ o f o
AiyenOuts - Aaports - Bett  Saemple vmnlu"ﬂ:mu At iy [ —
CROEGAESLAAE =Y UEE #70
wxSwmmary [ o s =B Bz b . Sl Date:
9 [pem | Bec 5n | Locat 00 | Peemittampie Brnutts [[5et Emnt | 8t e | et e |
e barvida G 106001, Proie 8 A7 s S L I I N P e :T
E ; |

L et Lunsgarare [e]
e (et DlmTed | uuum.l Ak il
] e, ] gV g

wel | (BT FD m S AR OCLANSET Cm EA0LE T 0] MORA gt avssars 0121178 Tesk Dt 4000 Ver 401

Example of Print Screen Results
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Magnify

From any Analysis Window, click the Magni button to activate the magnifying glass and
enlarge any section of the window. Use your mouse to move the magnifier and use the arrow keys on
your computer keyboard to increase or decrease the height and width of the magnified area.

Click anywhere on the screen to deactivate the magnifying glass.

Cross Loci

Sample Rxn X 4 X X

A10103
A*010104
AT0102
L0103

‘\E'Ibl’
AD108

Magnify an Area

Show Navigator

If the Fusion Navigator, (normally displayed on the right side of the application window) is not visible,

click the Show Navigator [_&| button on the toolbar. Once the Navigator tab is displayed, move your

cursor over it to slide the Navigator panel open.

M awigator
* Product © TestDate
" Catalog " Session Date

[Eroup:

101EEIAE

The Fusion
Navigator

=HLABType |

Lol 1406wk shop dagbl It 6|
0406workzhop B ot 3 |04
0406workzhop_A_Lot 7_ID4
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Patient/Donor Information

From any Analysis Screen, click the Patient |£2| button to display the Patient/Donor
Information Screen where you can enter or edit information related to a patient or donor and

associate it with the current sample.

& Patient/Donor Information

General Info | HLA Tests | Creatinine Tests | Transpiant History | Treatmert History | Crossmatch Result ID: 46964 Name: Smith, Robert
[] Enforce ISBT format for Patient/Donor 1D [ Archived
Patiert/Donor Info
Patient or Donor ID * EI City Canoga Park Diagnosis
Patient/Donor Flag Feeitaras CA Blood Type Al -
Family 1D <NONE> Loy L Rh
First Name * Robert Postal Code 91304 From Cther Facility [
Middle Name 1 Region Faciity Name
Last Name * Smith Phone Project Type |Z| EI
Birthdate 5/6/1955 [=] flo=s Status (=] EI
Eoie © Male ©) Female ©) UNK e Transplart Type =] E
Fax
Category Group @ Human ) Animal
Email Address
55N o
Ay coucesiag v] Izl Donor Center ID
Address
Division
Hospital Name
Spouse Info Associate Donor IDs | £
Spouse Name Leonore
Relationship
Emergency Contact Gregory Jones Derer ID with patient Commerts
Blood Type Al .
Phone

V] Edit / Update [c]<]>]5] [ Addnew || Expon |[ petete |[ Prnt |

Y ONE LAMBDA ® ® ®

Patient/Donor Information Screen

B ]
. . , e | PatientInfo Profile  Utilitie
You can also open the Patient/Donor Information screen at any time by Import Patient List
clicking Patient Info on the Fusion Menu Bar, followed by Manage
Patient. B Wﬁb Tk g
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Related Records
A Related Record is a sample that is associated in some way with the current sample or patient.

From any Analysis Screen, click the Related Records [5Z| button to load all records related to the
current sample into the drop-down list in the Sample ID field. Use the sample navigation arrows to
display the analysis of each related record, one-by-one.

To exit from the Related Records mode and return to the previous analysis screen, click the
<<Summary link to the left of the Sample ID field at the top of the screen.

Note: This function can be also accessed by right-clicking a sample in the Fusion Navigator.
Review the product-specific sections of this manual for more information about using this
feature.

Side-by-Side Analysis

From any Analysis Screen click the Side-by-Side Analysis [ button on the Fusion toolbar to
compare the current sample analysis, (with a brown background) with previous analysis sessions for
the same Sample ID.

&), Select Side By Side Analysis Sample =] ® (==
B i e . = =
HLA Fusion- 0000
Sample Sample Date | Patient ID Session | Catalog ID
30 B 4/28/2015 46565 0630201 TALOCCAPES67 RSS01A_012_02
46565 4/28/2015 46565 06302011BLOCCAPE567-Apostrophe. test | RSSO1A_D12_02
46565 | 4/28/2015 46565 0630201 1ALOCCAPEEET: RSS01A_012 02
46565 | 4/28/2015 | 46965 D6302011BLOCCAPES6T RSSO1B_016_02
46565 4/28/2015 46565 0630201 ICLOCCAPES67 R5501C_010_02

Begin Side-by-Side Analysis
e Select a previous sample analysis from the displayed list to compare to the current one. The two
analysis windows are then displayed together for comparison.

e Each window can be resized and moved by dragging and dropping. Click again on the Side-by-
Side Analysis 2] button to cancel the comparison display.
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& A Fusion™

Y Y YIS

GAREL

I #20
<esummary | < b bl o2 o <HONE>, <NOWE> Sample Date: -
irx [#an_| e e [ Locaia [pas u....;._.__,:._.'u._;. set Conty [ esa ....j.,.l......i — : [
Current |[:
Analysis : ]
[ viewpeta_| (3] Sl [11) |Force | TrowSuTipe | Match | Se | Clone Bosd Rxn 1
N | | | ‘
o [gun | Aec site | Local GC | PatientSampio Resuns setcontig || Besd |Raw. | sasinto A [ A *
i Lamida OC 104001, Prose £ A285C Maxsea oot oo ofbc [ < [ > [ ot |Fiemhiers 5[ noset [oc]
Previous ||| 2
Analysis ||| i
taxScalm viewoota (3] Sl 18] Gl P [Foce | Tipe/stiTyoe [ Mach | S | close Bead wam iq
well | 163, |PID 46950 SID (6202011 ALOC1 214852457 D |RSS01A 012 02 NOH{ImgL January J012/37.0 Test Date 6/20/2011 ver 401
Side-by-Side Analysis View
Note: This function can also be accessed by right-clicking a sample in the Fusion Navigator.

Product Data Analysis

Click any of the Product Data Analysis

EXEEER IR ‘buttons on the Fusion toolbar to display
that product’s home page, import a session file, manually enter a

Product Group

session, or display and select from the Navigator List of
previously imported sessions for that product.

You can also click on any of the Fusion products located
in the Product Group at the top upper left side of the

Home screen to open a product’s home page.

Sample Navigation

HLA Fusion* |

Catalogs Last Updated
5 5/12/2015
153 5/12/2015
154 5/12/2015
5 5/12/2015
42 5/12/215

12 5/12/2015

The Sample Navigation tools, (only accessible from an Analysis Screen) give you access to all the
samples in the current session. You can select a different sample within the same session either by
selecting from the drop-down list in the Sample ID field, or by clicking the forward/back arrow

buttons next to the drop-down field.

The SamplelD Drop-down

<< Summary || < 46965 1B Bl S
ac | Ran | Rec Site | L el A Sample Fatient Sample Date
One Lambda™ noy™ 46966 s 050512015
20| 3(C8) 46967 46967 0472972015

¥

The Sample Navigator
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Clicking on the drop-down ¥ arrow displays all the samples within the current session, as shown

below:

Well ~

3(CN
4(D1)
10C2)
14(F2)
2203
24 (H3)
25 (Ad)

5093

9256
E18143
E21675
KO

PAST
PORTER

Sample

Patient

Sample Date

Session
| 07-17-12 PP3314 BWdL6..

07-17-12 PP3314 BwA4LG..
07-17-12 PP3314 BwA4L6..
07-17-12 PP3314 BwA4LG..
07-17-12 PP3314 Bw4le..
07-17-12 PP3314 BwA4LG..
07-17-12 PP3314 Bw4le..
07-17-12 PP3314 BwA4LG..

TR

Catalog 1D
: RS50154_005_01
RSS0154_005_01
RS501S54_005_01
RSS0154_005_01
RSSC1S4_005_01
RSS0154_005_01
RSSC1S4_005_01
RSS0154_005_01

Lecal ID

BB il -~

[T -

0o oo oo ol

ImgtVer

e Selecting a sample from this list in the Sample ID field makes that sample the active sample in
the analysis window. Alternatively, you can use the forward ¥ or back d arrow buttons to select
different samples.

Sample Drop-down

e Click this [9button to go to the first sample. Click this Pl button to go to the last sample

¢ (Clicking <<Summary takes you back to the session summary for the current sample.

Sample Date

For the sample currently being analyzed, the Sample Date field

displays the date the sample was obtained.

The sample date can be set and auto-filled from the Session Import

table.

Sample Date

et |0 to Sampke I
Sample Ewst

e | Date n D8

T1 |091272012 Y

T2 09102012 Y

T3 09102012 Y

T4 |0907/2012 Y

TS Y

T
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LABType Analysis

The HLA Fusion™ LABType® analysis module analyzes Luminex CSV output files for LABType
products, including HD output files. Analysis results are based on catalog specifications, NMDP or
Local codes and serology equivalent reference files. All of which can be downloaded and used with the
Fusion software.

A few things should be completed or verified before you start an analysis session:

e Make sure you have the latest catalog files, as well as NMDP code, local code,(if used) or
serology equivalent reference files before you analyze. You can download or update existing
catalogs from the LABType Home Page.

e View and modify global product configuration settings prior to starting analysis. Global settings
are displayed and be can be modified on the LABType Home Page, or through the Utilities
menu. Global settings apply across all newly imported sessions.

e Save time importing CSV files by verifying that the default URL’s and directory or folder paths
are pointing to the locations where these files are commonly stored on your system or network.
These settings can also be modified in the General Configurations section of the Fusion Explorer
Home page.

® You can set HLA Fusion to remain on a sample that you've just saved or confirmed rather than
automatically moving to the next sample by changing this setting in the General Configurations
section of the Fusion Explorer Home page.

Note: Some of the above tasks require Supervisor User privileges. You may have to verify with
your Supervisor that these tasks have been completed.
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Overview of the LABType
Analysis Process

After importing session(s), check the Summary Table for low Positive
Control and low Bead Counts. Consider deleting those samples.

Check the lower left graph of the Analysis Screen for
close reactions —just above or below the cut-off points.
Also check the Control and Bead Analysis Tabs.

Use the Force tab to help review homozygous
and rare allele results, (lower right quadrant).

Look at the reaction table to review allele
reactivity patterns, (upper left quadrant).

Check the Close Reaction Box to further
finalize assignments, (lower right quadrant).

Make any necessary cut-off adjustments,
(upper right or lower left quadrants).

Make final allele pair, serology and/or
coded assignments, (lower right quadrant).
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Start LABType Analysis

Importing LABType Session Data (Non HD)

HLA Fusion- |

Analyze Data
. Catalogs Last Updated
: ¢ (lick the LABType button on the J
Micra 55F Product Group Panel on the Home
LABSCreen Screen, the LABType [#] button on Rl B
LAT the Fusion toolbar, or click Analyze 154 | 51272015
LeT Data on the toolbar and select
FlowPRa LABTYype. 2 i
a2 5/12/2015
12 5/12/2015
The LABType Home Page is now displayed:
Click the Gear button to modify
the LABType Global Settings.
=% [l 1 T Click to open the
% MR ¥N : Catalog Manager.
HLA Fusion* | LABType
locus Type G Last Updated  # of S #of Tests Recent S Code Upkion | inpeton. IR o
A L 51272015 5 18 57132015 T_r::: % @
ABC 2 5/12/2015 0 ] | P Grow DE:,,':& e ik
B 10 5/12/2015 2 F 5/13/2015 G Group .
C 5 512/2015 4 16 513/2015 G i Click to down-
DRBET 7 5/12/2015 0 0 Active Code: NMDP. load updated
DREIE 2 5422015 0 0 Cross Cade; No Reference Files.
D@AT DGB1 4 5/12/2015 0 0 Cross Code DP: No
DPA1.DPE1 5 5/12/2015 0 0 Flse reatenty tie: none)
oFB1 1 5/12/2015 0 0 Nemiaecf e Hencion 84 If the code being
MICA 3 5/12/2015 0 0 meEs used is NMDP,
A LY the version is

Nomenclature

IMGT

Catalog

listed here.

Click these links to

display Catalog,

Worksheet and

Probe/Primer
documents

Catalog Date Version Description (‘;W (11x17) Probe/Primer Datasheet
RSSOMA 01202 |Januay 2012 370 LABType® 550 Cls... |
RSSO1A 013 01 January 2012 370 LABType® 550 Clas...
RSSO1A 12R 01  |January 2012 370 LABType® 550 Cas...
Iww& 'm l.l’mTw@ HD Class g ‘P J N @ "r. rﬂl-ln s w
HSSOTE wow 02 |ooosmry 2012 170 — . I o
RSSO1S1 0QQ 07 |January 2012 370 L ABType® 550 Cizs...
RSSO1S1 005 01 | Januay 2012 370 LABType® 550 Cias...
RSSO1S4 004 08 |January 2012 370 LABType® 550 Bw... <
RSSO1S4 005 01 |January 2012 370 LABType® S50 Bw... <
ASS50154 006 00 |January 2012 370 LABType® 550 Bw...
| RSSOH1E 005 08 January 2012 370 LABType® HD Class ...

Note: The Reference file Updates function does not work for NMDP or seroequivalent files.
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To open the Session screen, click the “Include Imported” checkbox on the upper left hand side of the
LABType Home Page. The Session screen will then appear (below):

LABType
» [ Include Imported Eoci=]|
A
7 c\OLI FUSION\data\session\LABType AEC
| CSV Fik Name B
Date is highlighted
in y/d|jy1yif regional
settings do not match
between the CSV . . .
file and Fusion Double-click Assign Patient
' a Patient ID to see Type to
LABType toolbar the current corresponding
button i Nomenclature/ atient list Patient ID
\ Session ID Catalog ID IMGT version / p .
/
To list  [# riarsie™ TTa]
r Vi I Analyze Data~ Reports Data  Sample jallmklnfn ile  Utifities. Help  Exit =
pi:‘pgr‘;zz o & HAEEL#E 0 E Y @@
' Comert | =
CSV files \[LaBType e LRI = ] é
Session ID ::‘_ 11ALOCASHIG0SE | Date - 63072011
V| Inchude Imported Pisase chack date forfat!
click to ] cAOLI FUSION datatsession\ (ABType Fle Path FUSION data’session\LAB Type \JE 0201 1ALOCASHIS0E4 cav
brows Catalog ID [Rss014 012,02 | [NOM/ngt Jonuary 20127370
for CSV | [romuomes T . / [ | e | e | e [
files ¢
nsmzuucr.o;:s:::; Jest Wel Sapie Sample Date orele PC Values st i § Patent ID First Hama Last Name B\ ey e
46960 - - |2344 T4 100 Y | 46560 «NONE> NONE> v |Patiort | v
:m:;:;c::;‘:;;w 281 46961 2 = |20 87 100 Y | <Hones |doNE> F;ﬁ_-_
Luminex |[momcsne: 3 e e i i e e
Csv £202011CLOC 101495210459 For est-Scan. =z Z T L Ll HOHE ENONES L jEatont ol
Session
files
,6 LABType
{:},URY 2 | robestvan Server Name: | (locyi)\FUSION_SQLI4EXP Database FUSIONL Ver 401
Sets the Double-click a Sample Select Auto- Lists Positive Allows Sample/
Patient ID to ID to see the LABType  analysis to analyze Control (PC) supplemental Patient
be the same as sample list (A sample ID all session samples values for each analysis, (i.e., B details
the Sample ID can be edited).

when imported

sample

locus with Bw4)

Note:

Open worksheets and probe/primer sheets to verify the accuracy of revision numbers,

(these documents do not contain a revision number in their filename).

2. Click the small Folder 5| Icon and select a

session(s) from the Select CSV Files screen.

21x]

]
|

Files of type

[ P el

L1

Selecting/Importing CSV Files
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Note:

HLA Fusion converts Luminex-generated CSV file data, such as date and time, to the local
regional code if a regional code is specified in the CSV file. (A regional code cannot be
specified for CSV files created with Luminex software version 2.2 or earlier.) If the first date
field is highlighted yellow, it indicates that Fusion detected a regional code mismatch. In
this case, it is recommended that you use the drop-down selector in the second date field
to choose the appropriate date, taking into consideration regional date format
differences.

Select a file from the list of CSV files to import, or click the Folder [icon above the list to
browse to LABType CSV file(s) on your system/network. If samples in a session have a positive
control value below the minimum setting, they are flagged so you can easily select and delete
them from the session.

Note:

You may see CSV files for products other than LABType, or other CSV files. This means
that you must first click on a sub-folder for LABType, or that your LABType session files
are not contained within the directory to which HLA Fusion is pointing.

HLA Fusion assigns a Session ID, (the CSV filename) automatically. Optionally, you can edit the
Session ID field. The ID can be alphanumeric, (contain letters and numbers) and will be listed
alphabetically with any other LABType session files in your database.

Seszion D :|CI112BSLS‘IAD4L0H_ID330 | |

Session I.D. field

Note:

A Session ID must be unique to the Fusion database. If the Session ID already exists, HLA
Fusion prompts you to rename the session. It is also highly recommended that you do not
use any special characters in this field since they may serve a specific purpose as field
separators.

5.

Click a CSV file to display its associated samples in the Sample/Patient Details table.

Cument ‘

Luminex :

File Path

Catalog ID :

Session 1D :

A01EBIAR

[Luminex 10015 - 23/ SN LX1D00401104 s RSSO1C_010

|DESD2DHCLOCASH\EDEA ‘ Date : |6/30/2011 6/30/2011 = Samples: |5
Please check date format!

cMOLI FUSION data‘session \LABType 0630201 ICLOCASHIGD64.csv

[Rssoic_oin_o2 =] [NOM/mgt: January 2012/3.7.0

= Set empty
' Patiert ID

maws Supplemental || import || Delete || Patient || Gloss |

Well

2(83)
33
4(D3)
5(E3)

45960

Sample Luminex Min  Exdst Patient/
e PC Values Bead Crt In DB Patiertt ID First Name Last Name Ethnicity s

Patient
Patient
Patient
Patient
Patient

Sample Sample Date

46560 <NONE= <NONE>
46961 <NONE> <NONE>
46962 <NONE> <NONE>
46963 <NONE= <NONE>
46964 <NONE> <NONE>

[ ] 3815, 2265 100
| = [ 3847, 2365 100
[+ ] 2708, 1473 100
[ [ 3662, 2748 100
| = [3516, 7298 100

46561
46562
46363
46564

<| €| <|<|<
AR

L BN ENE]

EEIEEE]

LABType Session - Patient/Sample Details table
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Note: The Supplemental button can be used to add sessions that have already been analyzed, to
the current one for a combined analysis, (e.g., B7 sessions with B locus sessions). This
does not work for combinations of cross loci sessions, (such as A locus and B locus).

6. If a sample is already associated with a patient, the Patient ID and any existing or related patient
information is displayed.

To add patient information, do one of the following;:

® To add patient data which is already stored in the system, double- Patient Info

click in the Patient ID column of the Sample/Patient Details table, or e
Manage Patient

&b Tracking

¢ (lick Patient Info on the Fusion Menu Bar and select Import
Patient List to import the patient information file.

e To manually add patient data, type data directly into the patient-related fields in the table.

You can automatically assign the Sample ID to empty Patient ID fields

B ety Pzt D i By by selecting the check box for Set empty Patient ID to Sample.

7. Select a Catalog file. The catalog file selection method varies depending on the CSV file and the
catalog files you may have previously imported for LABType.

Note: If you need to import more catalogs, click the [Download] link on the LABtype Home Page.
The Catalog drop-down list may not be immediately updated if you downloaded the
catalogs during the current import session. You may need to click the Home button and
then click the LABType button again to return to the import process.

e If the CSV file specifies a template name, (only applies to CSV files from Luminex 2.2 and later)
and one of the available catalog files is associated with that template, then all new sessions
with the same template will auto-select that catalog.

Catalog Listing

Catalog ID : [RSSOH1A_003_08 j [nom Tmgt: July 20)

om0 21 | Asshown here, you can also select a different catalog file
S ey Pan RESO20 002 05151 | | from the one that Fusion has selected by using the drop-
e R e k! down list in the Catalog ID field and selecting any catalog
W oo e file listed.
““© |Rss02081.009 04
R0 ) )
¢ [ResoiATsa 0 If there is no template match, the system then considers
. |RSSOH1B_D01_00 .
= |RSSOHe 004 06 the closest bead match between the session and all
RSO 8 available catalog files. If only one catalog file is a close
ReSoHIC D02 03 match, it is automatically selected and you can check to
RSSOH1C_004 03 .
Reso1 201 002 (o see }f there are any samples that have been flagged as
RSS01281-00e 05 having a low Positive Control, (PC) or low bead.
Ra0 a1 074 00 o
RSSOMICA_D04_03 ad
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If there is more than one match, a catalog validation dialog box is displayed with the best bead

matches. You can confirm the selected Catalog file by simply clicking the Close button. Or, you
can double-click a catalog file name on the list of Suggested Catalogs.

Clicking the Detail button
on the Catalog Validation screen
opens the Mismatched Beads
window which lists which beads
were not found in the Session
and/or Catalog.

Click the OK button to close.

Catalog Template Association

HLA Fusion~

Do you want to associate the following template name and catalog?

|RS50261_012
|RSS02B1_015

Template:
Catalog:

[ Do not show this form any mare.

| |

Catalog Association

[ Yes No

Catalog Validation

:l\ Catalog ¥Yalidation

HLA Fusion~

|HSSD1SW_DU4_DB |

Selected Catalog

Yalidation Results: | Bead mismatch exists |

— Suggested Catalogs(Double click ta select and continue]

‘ Nomeneclature Date

Catalog ID

Imat Version

» Mismatched Beads

550151_004_05 NETerRe 3320
R550151_005_00 | January 2012 230 H LA F'U sion

= The folowing sample beads are not found in cataiog

004,006,007,008,003,010,011 012,01 3,014,015,016,017,018,013.0 <]
20,021.022,024,025,026,027,028,029.030,024,036,037 033,033,04
0.041.042.043

=

[~ The folowing Calalog beads ae nol found in Session
032,044 04E, 051 055,057,057 074 ,087,083,035 =

R550154_004_07 | January 2012 330

"\ 'GNEILAMBDA © ® ®

[UCEimens 0 00 |

Following Catalog File Validation, Fusion may ask you
if you would like to associate that template name with
the specified catalog file.

If you click Yes to associate the two, the system
automatically selects this catalog file for future imports
of any CSV files that reference this template.

Note:

If the incorrect catalog and template are associated, review the section, Associating

Product Catalog Files and Luminex Templates, for instructions on removing the

association.

Check to see if there are any samples that have been flagged as having a low Positive Control (PC) or low
Bead Count; the rows of low PC or Low Bead Count samples are highlighted [E2:04.
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You may want to delete these samples because they often slow analysis. However, such removal means
you can no longer track these samples. Take the following steps if you want to delete any of these

samples:

9. Click in the border to the left of the Well position column to highlight the entire row for the

sample:
| supplemental || import |[ Detete || Patient ][ Close |
w wel | Samole | °SE° \ie | Beastot | inDB | 1D | MName letName | Etmoty | TR
T 1] 1 | 3383, 2425 100 Ny 1 Elizabeth | Farggotti Caucasod ;l Fatient ;l
2B1) |2 ~| 2525, 2427 | 100 W 2 Heny  |Bloodstore | Melanesians = || Donor =]
3IE7] 3 | 3330, 2383 | 100 Ny 3 Carrie Chavez Hizpanic ;I Fatient ;I
41011 |4 = 3114, 2375 100 Ny 4 Sheila Monkepward | Asian ;I Danor ;I
E[F1) 3 : N 3 Chung Patient B3
FlG1 |7 «| 3020, 2553 (100 Y 7 Yukinna | akamoto | Oriental x| Patient x|
gH1) |8 | 3244, 2674 |99 Ny 8 <MOME> |<MNOME> x| Patient x|

10. To remove the sample and prevent it from being imported as part of the session, press the Delete
button (upper right side of the screen).

11. When session and sample information is verified, click Import.

If you selected the Auto Analysis check box, the session is imported as well as
analyzed when you click Import and it is displayed on the Fusion Navigator as an

analyzed session.

You can continue importing Luminex Session Files, or you can click a session in the Navigator to start a

Batch Analysis.

¥ auta Analysiz

Note: Once a CSV file has been imported, it no longer displays on the Luminex Session Import list

unless you select the Include Imported ¥ Includz Imperizdcheck box. This may be used to re-
import a session under a new name and/or user.
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Acquiring LABType Session Data (HD)

To display a listing of HD session(s) on the CSV File Name list:

Selecting HD Session Files

F

g(_)v |} - HD Sessions - HD Session 3

v |iZ3 | search HD Session 3 @J

Organize v  MNew folder

J“ Music
[] Pictures

B videos
N& Homegroup
1% Computer

&

S}

“I_-I Network

3 Documents ;I MName ~

= -0 @

| Date modified %

HD Sessions

4]

File name: [ 022708 CD HD A_ID1530_HDLcsv = [ SV Files (esv)

Open I Cancel

| o
=]
|/

2l

1.

Click the Folder (J icon. The Select
CSV Files screen opens. Note that you
may need to open HD sessions from a
location other than the default path for
LABType files. After clicking the Folder
icon, browse to the location where the
LABType HD files are stored on your
system/network.

2. Click the Open button.

Note: HLA Fusion converts Luminex-generated CSV file data, such as date and time, to the local

regional code if a regional code is specified in the CSV file. (A regional code cannot be
specified for CSV files created with Luminex software versions 2.2 or earlier.) If the first date
field is highlighted yellow, it indicates a regional code mismatch. In this case, it is
recommended that you use the drop-down selector in the second date field to choose the
appropriate date, taking into consideration regional date format differences.

LABType

[T Include Imported

Ga

CSV File Name

france_HD_IVD

3. Select an HD session from the CSV File Name list to display its

france_HD_new

france_HD_RUO

HD Session 1_HD

Y gty

associated samples in the Current Sample/Patient Details table,

as shown below.
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HD Samples in the current Sample/Patient Details table

Curert

Luminex ‘Lumme.'t 0015 -2.3 | Template - |HSSOTA_D12 ‘
Session ID : [04D6workshop_A_Lot 7_ID402 HD | Date:[11/2072012 1172072012 [=] Samoles - [2
Flle Path : [c\0L | Fusion\data'session\LAB Type\0406workshop_A_Lot 7_ID40Z csv
Catalog ID : [RSSO1A_011_08 =] [NOM/mgt: January 2012/3.3.0
™ Set empty Patiert ID to Sample ™ Auto Analysis Supplemental || Import H Delete || Patient || Close |
Sampl Luminex M Exist Patient/
el ‘ Sample ik FC Values BeadCrt | In DB Patiert ID First Name Last Name Ethricity Donar
I 1 120222012 - 2391, 2412 100 Y 1 Bizabeth Farggotti Caucasian v || Patient =]
281 |2 10112012 ~| 3073, 2187 £ ¥ 2 Henry Bloodstone =l Donor x|
3cn (3 101172012~ 2238, 2338 100 Y 3 Carie Chavez Hspanic = Patient =]
401 |4 101172012~ 2260, 2343 100 Y 4 Sheila Monkeyward Asian =l Donor x|
5(EN |5 1wz01z ~| 3370, 2322 100 ¥ 5 Jery Stone =l Donor x|
6(F) |6 101172012 ~| 2648, 2242 100 Y 5 Joanna Chung Asian = || Patient =]
7@y |7 101172012 - 2281, 2302 100 Y 7 Yukinna Yakamoto Oriertal = || Patient v
8(H) |8 101172012+ 3363, 2320 100 Y =l =l

Caution: Luminex 2.2/2.3: Make sure you select the CSV file from the same directory that
contains all the run files and the run-index file, (generally a hidden file in the directory) that were
output from the Luminex machine into a session folder. Each sample in the session must
correlate to a run file in this directory. This is essential if the HD CSV file is not yet converted;
HLA Fusion automatically converts any unconverted HD files during import, if the
unconverted output file resides in the same location as the run files and run-index file for that

session.

xPONENT 3.1: The output file can be located anywhere. There is no run index file. But the
run files must be together in a directory that is structured with the session directory, and

underneath that, the run files.

A converted HD
Output file

Original HD Output file
(not converted)

5
2| x|
Look in: EI—[V) Seszion 2 j @ 1‘ 0
[x [ [ [ = There should be a Run
a] %) %] Ta Fa et e
030608 DREL  HD Session Output RuROD1 RuRO0Z e tor eve_ry sample in
lot 12 2_HD an HD Session.
HD_ID726_52
Desktop ﬂ a, a, a, 4,
Run003 Run004 Run00S Run00& Run007
iy Documents ~aj Ta, Ta, j The RunfFilelndex file
ﬁ Run00% Run0og Run010 Runfilelndex is usua"y hidden.
-L![ To see it, select
Iy Computer Show Hidden Files
in Windows >>
Folder Options
File name: IHD Session 1_HD j
Files: of type: [ Files 1= =l

Session D : |BERAZ DR4_ID556_HD

HD Session Listing (Luminex 2.2/2.3)
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Fusion assigns a Session ID by default. Optionally, you can change the Session ID. If the HD file has not
been converted, it will be named Output until it is imported, at which point it will have the name of the
original output session folder, (regardless of whether you rename the folder) followed by “ HD.”

Note: A Session ID must be unique to the Fusion database. If the Session ID already exists, the
software prompts you to rename the session. It is also highly recommended that you do
not use any special characters in this field since they may serve a specific purpose as field
separators.

Note: To see the RunFilelndex file if using Windows XP, open Windows Explorer and Click the
Folders button. Then, click View on the Windows Title bar and select Folder Options
from the drop-down menu. Now, click the View tab and scroll down to Hidden files and
folders. Select, Show hidden files and folders, and Exit. When viewing a selection of
CSV files, change the Files of type to All Files, to reveal the RunFilelndex file. In
Windows Vista and Windows 7, open Windows Explorer and select Tools >> Folder
Options. Next, click on the View tab and select Show hidden files, folders and drives. If
you rename a session, do not name it output as that is reserved for the original HD output
file.

Note: The Supplemental button can be used to add other sessions to the current one, (e.g.,
supplementing B locus sessions with B7) for analysis. This does not work for combinations of
different test types, (such as A locus and B locus).

If a sample is already associated with a patient, the Patient ID and any existing, related patient
information, is displayed.

4. To add patient information, do one of the following:
e To add existing data from the system, double-click in the Patient ID column of the
Sample/Patient Details table, or click the Patient List button on the toolbar. The
Import Patient window is displayed, allowing you to import the patient information file.
e To manually add patient data, simply type data into the patient-related fields of the table.
® You can assign the Sample ID to empty Patient ID fields by

selecting the check box for Set empty Patient ID to
Sample.

¥ Set empty Patient |10 to Sample I

5. Select a catalog file. Your catalog selection method may be one of the following, depending on
the CSV file and the catalog files you have imported for LABType:

Note: If there are no catalog files available for selection, or the one you want is not available,
review the Utilities section of this manual for instructions on how to add new catalog files
to the database.
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e If the CSV file specifies a template name, (only applies to CSV files from Luminex 2.2 and later)
and one of the available catalog files is associated with that template, then that catalog file is
automatically selected. If you want to select a different catalog file, you can use the drop
down list in the Catalog ID field to select from any other catalog files listed there.

e [If there is no template match, the system then considers the closest bead match between the
session and all available catalog files. A catalog validation dialog box is displayed. You can
confirm the selected catalog file simply by clicking the Close button. Or, double-click
another catalog name on the list of Suggested Catalogs.

Note: The catalogs listed in the validation dialog box for HD sessions may also include non-HD
catalogs. You can identify an HD catalog by the ‘H’ in the name (e.g., RSSOH2B1_003_05).

A list of all
catalog files
having the
sameora
better level
of matches.

“h Catalog ¥alidation =10 =]
-
HLA Fusion- L
Selected Catdog  [RESTE_TTA_TT |
Yalidation Results: |AII beads match |
Suggested Catalogs(Double click to select and continue) ——————————————
| Catalog ID MNomenclature Date Imgt Wersion -
RSS020_074_00 | January 2011 330
RSSOH2B1_005_05 | January 2011 330
RSSOH2B1_006_05 | January 2011 330
RSSOH2B1_007_02 | January 2011 230
RSSOH2B1_074_00 | January 2011 230
(VJONI LAMBDA ® 8 ®

The letter “H” means the catalog is HD.

6. Following catalog file validation, the system may ask if you’d like to associate the template name
with the specified catalog file. If you associate the two, all new sessions with the same template
will automatically select this catalog.

Catalog Template Association

Catalog Template Association

HLA Fusion-

Do you want to associate the fallowing template name and catalag?

Template: IF!SSCI2Q
Catalog: |RS50H2345_010

™ Da nat show this fam any mare.

| Yes | | Mo

VJONE LAMEDA ® ® ®
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Note: If the incorrect catalog and template are associated as in the above example, review the
section, Associating Product Catalog Files and Luminex Templates for instructions on

removing the association.

Check to see if there are any samples that have been flagged as having a low Positive Control (PC) or low
Bead Count; the rows of low PC or low bead count samples are highlighted [€]%:1}.

You may want to delete these samples because they often slow analysis. However, such removal means
you can no longer track these samples.

Take the following steps if you want to delete any of these samples:

7. Click in the Gray border area to the left of the Well position column to highlight the entire row

for the sample.

¥ Set empty Patient ID to Sample " Auto Analysis ‘ Supplemental H Import H Delete || Patient || Close

Wel | Sample | 2mele PC Values Luminex Min | 4L | patient 1D First Name LastName | Ethicy | oot/
11 |Pai 0702012 - 38, 34 100 N |Pal <NONE> <NONE> || Patient ]
1) |Paz 071102012 =34, 34 100 N |Pa2 NONE> <NONE> | Patient v
€1 |Pa3 071102012+ 36,36 100 N |Pa3 <NONE> <NONE> || Patient ~|
(D1} : 37.33 0 N ; <NONE> <NOME: Bl Patient [E1
5(E1) |Pa5 071102012 +| 36,35 100 N |Pa5 <NONE3 <NONE || Patient ~|
6(F1) |Pab 07102012 +| 34,33 100 N |Pab <NONE> <NONE> ~|[Patient ~|
ey par o702 +| 32 33 100 N |Pa7 <NONE> <NONE> ~|[Patient ~|
8(HY) |Pa8 07102012+ 30,30 100 N |Pa8 <NONE> <NONE> ~|[Patient ~|
9(A2) |Pa9 o702 +|37.36 100 N |Pa9 <NONE> <NONE> ~|[Patient ~|
1082 |Pat0 0020123740 100 N |PalD <NONE> <NONE> v|[Patient +|

Highlight a Sample Row for Deletion

8. Press the Delete button (upper right of screen) to delete the sample and prevent it from being
imported as part of the session.

9. When session and sample information have been verified, click the Import button.

The session is now displayed in Blue at the top of the Navigator tree. If you

W Auto Analysis selected the Auto Analysis check box, the session was imported and
"wwe i analyzed when you clicked the Import button.
h

The session is now displayed in the Navigator as an Analyzed session.

You can continue importing more Luminex files, or you can click on a Session in the Navigator to start
Batch Analysis.

Note: Once a CSV file has been imported, it no longer displays on the Luminex session import list

unless you select the Include Imported CSV check box.
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Analyzing Exon 4+ Sessions

HLA Fusion allows you to analyze Exon 4+ data with generic HD or non-HD LABType samples to
provide higher resolution results. You can apply Exon 4+ resolution to locus A, B or C typing data.

Please follow these steps to analyze LABType samples with Exon 4+ resolution:

1. On the home screen, click either the LABType button or the product icon:

The LABType home page is displayed.

3

e =il
Analyz:Usts  kepofs Usts Sample Peentinfo Foble Utities Melp ot
QRLIDAEE L ®E W EYDEE £ 70
— 2| Corent 4
LAR i [{ueme W 1S- 23750 4 | retiere = — E;
Seamcn 10 [620201 1CLOC 10145520 Eacade TestScar_Ser Dam - | 2/202011 202011 = Sanpkes: o
7] nduds mpoted Pesse chack dos formad |
T T o gy fie Pt SN ELSON e session L AR Ty N20TICLOC 1014550458, For Barcode Tast-Scan SanmlelDiaids civ
Cabadeg (D ;ﬁs‘sclen__mzen: = WOMAmg aruey 30102180
po—
| Wt Samols |Gkl e Ve | et . E"“:[a_ Pt 1 Flflams Lot e Ehnicty i
LIk} '__I »| T, 2088 1159 Ji-N-if 1 I [Moargnd | {7atan | =]
= : 281 | =l | 558 2452 100 [ n] | | A [ =] Conee [}
4 cn I = &3 70 0 ] [ind>-Eurpean |~ |Fatien_|~|
: = - o EEe I Al | e i A
DER02T 1ALOCCAPESET s | = £ 578 2361 10 ur [Memd |- [Faten [~|
DER020T 1 ALOCATHIEDE
VO P P PPV IPIPIVC VIV I IIVIIPEI VIOV TIIIPIIOEIVIIIIIIIIIINITIIVIIPe
& LETye
o Whsr Mamae: | rrhirtuan Server Mame:  (kneal)\FISION_S01 14860 Marahaie Mame: | FLRIOK Ver dni

2. Click the [Download] link on the upper right side of the LABType home page and download the

catalogs you need to analyze generic A, B, and/or C locus and Exon 4+ LABType samples, (e.g.,
RSSOLE 001 00.cat).

3. Select files from the list of CSV files on the left side of the LABType Home Page that you want to
import for supplement with Exon 4+ data.

¢ Or, click the Folder [icon and browse to the LABType CSV file(s) on your
system/network to locate and select CSV files.
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The LABType Session/Patient Details Table is displayed.

&Fy HIA fugm™ a [WIE
A § "
fir & W 30 ok Bl el %8 (R Gl e #7770
™ -
LAEType  p— T T T 3 roE LTIREIEIEE P LR RS i
S [ AR ALOCAEH R | Cuba: AT EEEN v Sl |5
== D) PLEICR ke’ LA Toows KN 1ALOCASHIEEL i
Zatadeg ¥ el R R4 87 [ [T S T
- )
St i
Frfeirid suppmnea || mpon || Come | e || o
e Carie [ - e T L Ikt 1 3 M | 5at Rl Py P
14 e =) T iy ¥ i T [riera |
@] i =] BEST [ v [ —— —
S = (=] 2 1120 1t ¥ = 2 [
LT - AEET] e ¥ [y 1™
i = BT " [ [ AT

SE7]
Ir” PPPPGVISPIVRIPIGPIPVGVIPIPFVIISGGPIPIFVPPIFGRGPIIGTRPIBGPY

4. Import the sessions containing samples you want to supplement with Exon 4+ data by
following the same process you have used to previously import CSV files into Fusion.

5. Use the Fusion LABType analysis window to analyze the samples you want to use in analysis
with Exon 4+.

6. Click the LABType button to return to the LABType home page.

7. Make sure you downloaded the Exon 4+ catalog(s) (e.g., RSSO1E_001_00.cat). If you have
not yet done so, click the [Download] link on the upper right side of the LABType home page
and download the necessary catalog(s).

8. After the Exon 4+ catalog(s) have been added to your computer or network, select Exon 4+
sessions from the list of CSV files on the left side of the LABType home page.

¢ Or, click the Folder [J icon above the list to browse to the LABType CSV file(s) on your
computer or network to locate and select Exon 4+ CSV files.

9. This will display the Exon 4+ samples in the Sessions Detail Table on the right side of the
LABType window.

10. Click the Supplemental button, (please note that the Import button is not available for Exon 4+
sessions). The Supplemental Analysis window is displayed.
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Supplemental Session Selection (Exon 4+)

BT

[ List Gray: No eigils ssmples found t combins
F30 ] [ Lok Bbe Mootraronssaesiomsaw s furd (o 4 r)
Yo e — [ Usht Yelow: Semples have diferent nomenclature date:
SessionDate: [ b/ 172011 7] ~ [T7z/zne = %

Pink: Sample has false reaction or no solution.
Orange: Sample is ambiguous.

Select Samples for Supplemental Andlysis
Selecied WellPesiion | PalientID =]
] | 500810309
O E1830 B1 E13630 o 0 O (| =
o |teRoss ol TERDES 0 o s O -
o |1eRon |o1 TERD71 0 0 O 0 .
= ST-DOATD403N El ST-DEATT403N o a | [ .
[ sT-DOA1DS0 Fi 57004170508 0 0 m I :
| sTooavs0z |61 STDOATDS02 0 0 0O O -
O e H1 TER1E! i i 0 (] :
| TER3S B2 TER303 0 0 0 (| -
T TERaE [ TERZS o o O u] -
0o |teRos 02 TERO73 0 o s O -
G [e2 TERZ52 0 0 O 0 :
= TER1?S Iz TER17S i a m| [mi -
S 62 E12635 0 0 0 O '
4T Lsramvmn I3 arnnatnne n I — TP T _>|—'!
USGNEL DA @ 0 0

The supplemental screen displays the grid of all the possible samples that can be combined with the
current session. The colors in the legend represent the following:

e Mismatch or false reaction. For Exon 4+ a false sample is disabled: Pink
e Sample is ambiguous:

¢ Found more than one sample for a locus: Light Blue

¢ Nomenclature date different:

* No related test available to combine: Light Gray

Make sure the samples you want associated for the supplemental analysis are selected.

Note: Only one sample can be associated with each Exon 4+ per locus. If there is more than one
generic sample available for association with the Exon 4+ of a particular locus, the system
by default selects the most recently created sample. You can select an older sample if
desired.

Micro SSP data can be combined with Exon 4+ data only after it has been combined with
LABType data. LABType combined with Exon 4+ cannot be combined with Micro SSP data.

11. Click the Import button.

The supplemental session and all associated samples are displayed in the Fusion Navigator where you
can select them to analyze in the LABType analysis window.
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LABType Session Summary

The session summary page can be launched by clicking a session in the Navigation tree. It
presents a preview of the analysis results, listing each sample in the session and corresponding

batch analysis results.

The
Summary
Graph
displays
data points
for each
sample.

The Field
Chooser:
Click to
include or
exclude
columns.

To apply P or G

Click to assign the grouping

analysis results as the
final results for all

to

samples in the
session that have
not yet been

Search the
samples for XX

codes and replace

them with

Session Summary tabs samples. saved. updated NMDP
Sumimary | Control Value | Bead Analysis | \ ‘
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o Code 2 Code 1 Pai o
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Low Bead Court. 2995 | Ar2arAz ] T9i2)\ 17.63] AD20136 = 02.01/02
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LomBead Count 303 &FTKE HOZKFFA 06 1518| 020801 KEVE=310173
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O | sen|nc NC Low Bead Count. Low Positive Control a \ E‘ 23 \
I« | >
User Cnmmems:_|_) Auto Accept All ” ApplyPiG Code | [ Replace XX Code
s,,stemc.]mmems:.'_) ‘ Print H Preview || Export
LABType Session Summary Page
Batch
Print
Screen

The Session Summary Field Chooser

Click here to
open the

Field /
Chooser.

ude TEZSH | 5 ample | Patient

2493029

]

L

———

oajorajoinapd

|

| LT

| =

L —

Min Bead Count

I More High Resalution

¥ More Test L=

ajaofo ajoln
K

18(B3) | 2493046 ‘ 2493046

Click the Field Chooser button on the far left side of the table

headings. The Field Chooser appears. This allows you to select or

clear the check boxes next to column headings to include or exclude
those columns from the Summary Table. Selecting or clearing check
boxes in this window instantly updates the table.

You can also rearrange the order of the fields by using your mouse

pointer to drag and drop any field name to a new location on the

Field Chooser.
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When you close the Field Chooser, a message displays to let you choose whether or not to save any
changes you've made. If you click Yes, your changes are saved for all future LABType Session Summaries
on this same computer until further modifications are made and saved.

Note: Ifyou do not see a particular field available in the field chooser and you are sure it should be
there, goto C: \HLA Fusion\temp and delete the file named Labtype Layout.xml.

The Batch Print Screen Function

The Batch Print Screen icon on the bottom right allows you to select multiple rows of sample data to
analyze. Each analysis is performed as a graphic representation just like the LABType main screen with
four quadrants. Each analysis is exported to a PDF file, one PDF file for each sample.

To use this feature, first use the mouse to select rows of sample data that are of interest by clicking down
and dragging within the leftmost column directly under the Field Chooser button. A blue highlight will
surround these chosen rows. Then click the Batch Print Screen icon near the lower rightmost corner
of the screen. A series of analysis windows will flash by, and you will then be asked if you would like to
examine the PDF files that were generated.

Batch Print Screen Row Selection
CRSIAWAE A R LW YL @ #7260

e ey p—

Almea i
Maich: HENENEENENAEEEENNENEENNENEENEENEENEENEENENENENEENNEEEEENE AENEENEENENNE NEN SENENEENEENEEEEEENEEE

faim
M

Saeuion  07-20-12 PPISTTCHD LS 1T FRL_HD 213" COCED Comlog: RESOKIC_XE 0E. NOM: Jeawary 014- 3180 Locus  ©  Seswion Date B14S01E Lumneo: Lurings 100 - 23484 LNIC0I0CS440T  Mursber of Samplain]: 36
Fessbiz Featine

Aick Hele Exand Seand K
Casa Code 2

}'l I T iy | 50085 | ORI | Curac 2 5

Cemenent

eclue P 4 L i
,jlln-. Seclude T Savgly W Paient Pk Sy v oo

LRI i e e

Lrias WP Ba . P ittt 1o ol s, [P i i iy f e

| ) T | i um i 24 Wi

] |corRe [ 2 3 3 w

*15361 | crpa | 10 27

Focaible Hemszygoss

| 1 =] [torme | £ = - 6 BORTIRAE TSNS |

e — f Auto Acsept Al | Appty PG Coda || Roplace A% Cate

ln-Cm..--.un.i"”""“"‘r‘"”":" @| Frint ][ Frenew Export

| @

First, highlight

Second, click here
to trigger analysis

rows of sample r :
data that yo: Batch Screen Shot & and PDF generation
. for each chosen

wish to see P sormole

analyzed and { ple.

reported. @ After PDFs are

Yes | ’ No ] generated, a
message appears.
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Export, Preview and Print Buttons

Clicking the Export button on the Fusion toolbar will format the Summary as a Microsoft Excel
spreadsheet file. Fusion suggests a Session Name for the spreadsheet, but you can change it.

Clicking the Print Preview |2 button on the Fusion toolbar not only opens a new window which
shows you how a session will look when printed, but also allows you to select which pages and/or
specific parts of pages you would like to print.

When you click the Print button, the Summary is sent directly to the printer.

Snapshot _ Page Width View whole Drop-down
send Tool Dynamic  view page Zoom
Summary Zoom
to printer

&l Print Preview

| = Close s

Navigate — — = 0%
from page 33.33%
to page { 25 %

oo 12
5.33%
Page wWidth
Margin Width

o i i e s

Thumbnail
View

Print
Preview

The Print Preview Screen

Clicking the Print [¥| button on the Print Preview Screen will send the images you’ve chosen direct-
ly to your printer.
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LABType Session Summary Tabs

Summary Tab

The LABType Session Summary Tab displays a Results Summary Graph. The graph displays the
quality of batch analysis results for each sample:

e Match M indicates multiple matched results ( )
* Match S indicates a single matched result (Red)
e False indicates a false reaction in results ( )

e Miss indicates that there are no suggested results (Grey)

Summary | Control Value | Bead Analysis |

MatehM|O O

Match § u am L] ] | | | ] R L] L] L]

False 00 DOO OO0OO OO0 DODOO 000000000 00000 OO0 D DOOOO DO O ODOO 000 0o oOooooc
Miss BE B oo oo

Results Summary Graph (Summary Tab)

¢ Click any of the squares in the Results Summary graph to display the corresponding sample
analysis window.

e If the Auto Accept All button is enabled at the bottom of the Session Summary screen, you can
click it to assign the possible results as final results for all samples - except those with
ambiguous results.

I Ounpley Popup message for Low Besd Court Low Postive Cortl This feature is not activated unless you select it through the
I Alow Auto Accept Al Molecular Product Configuration>>Molecular
I Sove Fosce 1 Pain Analysis Configuration option in the Utilities menu.
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Control Value Tab

This tab allows you to review the quality of the Control Values for each sample.
This tab is divided into three graphs, all of which have the following elements in

commeorn:

e The X-axis indicates the samples, sorted by well position.

e The Y-axis indicates the raw data values specific to each graph, (e.g.,

positive or negative control values).

f ——
L é"t‘g Samplelame: 2493074 poo
Wl Pazition 46 [FG)

Biead|D:35
Catalog:RES014_011_05
Locus:&

RawData: 19

T B B M O N R

e From any graph, right-click to select either Exclude Sample or Analyze Sample.

¢ Double-click on any marker to go to the analysis screen for that

sample.

e Hovering your cursor over any marker displays the sample’s

annotation.

The Positive Control Summary

Summary Control Value |BeadAnalysis

4000

3000|® = 2
=

2000

Exclude sample B

Analyze sample % L}

i

o

C4805
C4908
C4928
canio
cantt
C4929
C4916
C4830
Canzt
C4832
Can3s
C4934
can4z
C4935
C4926
C4948
C4837
C4853
4938
C4839
Cangd

The Positive Control Summary graph, (top) displays the positive control value for each sample.

e The x-axis indicates the Sample ID names, sorted by well position.

¢ The y-axis indicates the positive control raw data values.

The horizontal bar indicates the configured value for the minimum positive control. This value can be
configured through either the Utilities >Molecular Product Configuration menu, or by configuring
sample-specific settings from the analysis window.

e Each exon is represented by a different color.

e Double-click on any marker to bring up the analysis window for the sample.

Positive Control Summary Graph

5000,

4000

3000

al
2000f—

1000
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Negative Control Summary

The Negative Control Summary graph, (middle) displays the negative control values for each sample.

e The X-axis indicates the Sample ID names, sorted by well position.
e The Y-axis indicates the negative control raw data values.
e Double-click on any marker to bring up the analysis window for that sample.

Negative Control Summary Graph

20
16
12

Bead Count Summary
The Bead Count Summary graph, (lower) displays the Lowest Bead Count per sample.
e The X-axis indicates the sample ID names, sorted by well position.

e The Y-axis indicates the negative control raw data values.

The horizontal bar indicates the configured value for the Minimum S —

Bead Count. This value can be globally configured through the

Utilities >Molecular Product Configuration menu. Hin Bead Count * :
o Pk T
You can configure Sample-Specific settings directly from the v Bend o Theshd* - [

Analysis Window. Double-click on any marker to bring up the

Analysis Window for that sample.

Bead Count Summary Graph

120
100
]
B0
40
20
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The Bead Analysis Tab

This tab allows you to review the global session information for each bead. This tab displays three
graphs, which are described in the following sections.

Summary | Control Value Bead Analysis

One Lamda QC ID# 052, Probe ID # B101

Max Scale: Bead |052 j‘ Ik | < |> |)I ‘

Bead Info [ [ Exclude Bead | Reset Cutoff

False Reaction Summary Match M: (2) Match S: (12) Miss: (7) False: (56)

L . |

H i ﬂ

01 003 o009 0l 013 07 030 032 034 036 039 031
o2 004 0l 012 0l 019 021 033 025 027

033 036
020 032 035

040 043 046 046 034 037 039 061 063 063 067 065 071 O7;
042 04 036 072

3 s 07 0ss 088
4 07 082 058 080 062 064 066 068 070 [T

084
76 0%¢ 033 087 090

" Auto display next highest False Ryn Bead upon cutoff adjustment.

False Reaction Summary

Bead Analysis Tab

With the graph in the lower panel, you can review the number of False Reactions, (both positive and
negative) associated with each bead in the entire session.

False Reaction Summary

P R tam Suseenary

00 002 03 004 00 004 007 G0N 030 $9 041 G22/004 03 654007 020 019 D

6 03 GO 00 P 042 G50 ) D68 5 4 6T 0 0D (S D) 4 5 20 20 D 062 €2 06 O 0 06 O 7% TR €072 73 BT N 57 €00 00 0

[ Ay daghim sl maght F e R el i 000 dedisttrmed
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The color of the bar represents the type of false reaction that exists:

¢ Green = false negative
* Red = false positive

The height of the color bar indicates the number of false reactions to the indicated bead.

Double-clicking on one of the bars in this graph changes the corresponding QC and Bead graphs to that
bead. Likewise, double-clicking one of the Bead ID’s along the X axis changes the corresponding QC and
Bead graphs to that bead.

The two graphs in the upper panel compare the bead profiles of the current session, (right graph) with a
histogram of the same beads run on a One Lambda QC panel, (left graph). If a local QC is used for the
session, the local QC histogram is displayed on the left.

One Lambda QC 1D# 031, Probe 1D # CHD131 Max Scale: Bead 031 |l | < .> sl |BearlHn ‘ [7] Exclude Bead | Reset Cutoff

mple [0 Name - GO114
G10)

OC Typir
SXNN:=06:021

QC Panel and Bead Profile Graph
e Hover your cursor over the bars on the histograms to display bead information.
e Right-click a bead profile to select either Exclude Sample or Analyze Sample.
e Double-click any bead to go directly to the Analysis Screen for that sample.
¢ (lick the Bead Info button to see the allele specificities for the current bead.

Dmdlmo 'Ik|<>'>l |lh:k
Bead nfo

Rec Siter  10Y3T 516

Alleles:

DRBI1*03.01.0°.01, CRB*0501.01.02, DRB1*03.01.(2, DRB1*05.01.06 DRBI1*03.01.04, DXE1403.01.06
DRBI1*03.01.06, DRE1*03.01 07, DRB1C3.01.08, DRE1%)3.01.08, DR313.0°.10, DRE1*D3.01.11,

DRO4*0XCE:07, DRO1*03:02 02, DRO40305, DRO1%00:04, ORO1*03:05 01, DR *05:05:02, CRO-*0005:00,
DRO4*0%0G, DRI1*02:07, DRO1*03:00 DRO1*03:09, DRO*0X10, DROM*0:11:01 CRO-*03 11:02, DRO1%03:12,
DRB1*03:13:07, DIE1*03:13:02, DRB1=03:"4, DR31*(3:15, DRE1*03:15, CRB-*03 17, DRB1=03:"§, DIBE1%03:19,
DRB1*03:20, DR31%03:2°, DIB1%03:22, ORE1*03:23 DRB1*03:24, DR31%03:26, DIB1%03:26, ORE1*03:27
DRB1*03:2€, DR31%03:28, DIB1%03:30, ORE1*03:31 DRB1*03:3Z, DR31%03:33, DIB1%03:34, DRE1*03:36
URBTUZ3E, JhBT™U33/ UDRITULEE, UDRETUEES, UHE US40, DRITUZET, UHBTUI4E3, UDRBIUL4L, UDRITT

Bead Info Button — Allele Specificities

® You can also resize these graphs by placing your cursor in the area between the graphs until
the cursor image changes to =+ Then you can click and drag the cursor to resize the graphs.
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e To scale the histograms on the QC Panel Graph, enter a value in the Max Scale text box and
press the Enter key “*.on your keyboard. This resets the upper Y-axis value of the bead

profile histogram for both the QC and the current session.

e Using the Bead Navigation buttons, you can navigate between the beads.

® You can also select individual beads from the drop-down list.

¢ Check the Exclude Bead box to remove the current bead
from the analysis session. The excluded bead is listed in the
comment field with a notation that the bead has been excluded. In
addition, excluded beads are displayed on the graphs during analysis
as bars.

¢ Adjustments made to probe cut-off values in Bead Analysis affect all
samples in this session. Pre-adjusting values to account for an
individual lab’s testing conditions can save time during analysis by
changing all samples at once, (i.e., globally).

Make global cut-off adjustments by doing the following:

¢ (lick and hold the horizontal adjust probe cutoff bar, and drag it up or down to a new cutoff

setting.

Bead drop-down list

Bead (007 || |«
o007 i
100 M0
00 o3
80 016
70 o7
so | R
019
40 027
|7

30

Using your
mouse
pointer, drag
and drop this
line up or 4
down to adjust
the probe cut-
off setting.

Adjusting the Cut-off Bar.
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To reset the cut-off, click the Reset Cutoff button and select a reset option from the drop-down
list.

Reset Cut-off Menu

Bead Info | [ Exclude Bead | Reset Cutoff ||‘

All 5amples : Current Bead Reset to OLI Default
All Samples : All Beads Reset to OLI Default

10]E Bl

Unsaved Samples : Current Bead Reset to OLI Default
Unsaved Samples : All Beads Reset to OLI Default

¢  When adjusting the cut-off, you can determine which bead is displayed after the adjustment by
either selecting or deselecting the following check box at the bottom right of the Bead Analysis
window:

# ™ Auto display next highest False Rxn Bead upon cutoff adjustment.

[ auto accept Al || Appiy PG Code || Replace xx Coge |

e Ifthe check box is selected, the next highest False Reaction bead is displayed after the cut-off
adjustment.

e If the check box is not selected, the bead displayed before the cutoff adjustment was made
remains displayed.

There are two Comments fields at the bottom—a User one to record your own comments and a
System field in which HLA Fusion records recent actions you've taken in the Summary Window, such
as adjusting a cut-off. The system comments cannot be edited.

User and System Comments

User Comments: l

System Comments: I
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General Session Summary Features

Aside from the functionality on the three LABType Session Summary tabs, there are other features that
allow you to manipulate the summary table data.

Sample Markers

summary | Conteot Ve | Bead Ansiyes | //’7\

Mateh M oo & = u] T u}
Match S | INENEEEEEEEEEENEEEE EEEEEEE § SEEEENEEEEEEE SEEEEEEENEEEEEE EENEEEENEENEENS EENNEEENEEEEN EEEEEE EEEE
False [u}
Miss.
Field Session : RSSO1C_005_Catalog : RSSO1C_009_07 NOM: January 2011- 330 Locus : C_Session Date: 21622012 Luminex: Luminex - Version 1769 Number of Sample: 95 I
= Poniton ¢ Possible Possible Possible [ZT— Anaiysis | Cozg COlumn
osition | Sample ¥| Patient | Comment 7| Exen2 Allele Allele Exond [NC | Allele [Cocm Bead | O3 S |{f &
Chooser i o = inition Bead | Date ser  |Us: Headings
W 11 | casze 27| COTXE | C03XK1 1506] 1097| C03:0201 XX1:=03:02/03.05/03:25/03.27/03: 33/03:35/03: 100| 021162012 | Batch Imp | Bsmith
C07:02:01:01 36103:60/03:84/03:95/03:108. P
2867| COGXK1 | C05:20 2029| 10.15] C05:20 XX1:=06:02/06:10/06:12/06:13/06: 14/06: 15/06: -
O EiT | Ces80 C8X3 [ C0602 C06:02:01:01 TENID-18/06:19106:20/06:2106.22/06 250626 | 00| (2162012 | Batch Imp | Bemith
2816[ C040C | C0220K1 1972| 1063| C02:0201 XX1:=02:02/02:08/02:09/02:10/02: 11/02: 12/02 e
O Fi1 | Cess8 C0401:01:01 15/02:2002:21/02:24102:25Q/02:29/02:3302:3 00| 027162012 | Batch Imp | Bsmith
3140 C1620@ | C04300H 2075| 92| CO401.0101 ¥0(1:=04:01/04.05/02:07/04 09N/04- 10/04:11/0 . -
r G11 | c4e58 e 1419004 5004 2404 2/ oTi0s S04 | 100] 021162012 | Bateh Imp | Bsmith
n 2817[CI60€C | C033008 1760| 1124] C03:0401:01 0(1:=03:04/03.06/03:09/03:19/03: 23/03:24/03: e N
Sam IeS O HT1 | G047 C16:01:01 26/03:32103.37/03:38/03: 4003:42103 44/03.467 100| 027162012 | Batch Imp | Bamith
: 2683[ C0BX0CE | C023K1 1851| 1443] C02:0201 0(1:=02:02/02.07/02:08/02:09/02: 10/02:11/02 ®
P O (58 ||&=xx C-06:0201:01 15/02:15/02:20/02:21/02.2302:24002250)022 | 100| 0216”012 | Batoh Imp | Bsmith
- 2641[COTXE | CO43K1 1814] 1435] C04:01:01:01 0(1:=04:01/04.05/04:07/04 09104 19/04:20/0 e
o Bz |67 07020101 424/04:25004.27/04:28104:29004:3010431/043. | 100 02162012 | Batehimp | Bsmith
2960 C08:04 02X 1962| 1025] C02:0203 COED4 | XX1:=02:02/02:37/02:38N102:46 -
r ci2 |cson D e 00| 021672012 | Batch Imp | Bsmith
783 1359| 1243] CO7.0101
I D12 | 4661 S e 100| 02162012 | Boich Imp | Bsmith
2485[ COTX0C | C0620K1 1571]  103[ C06:0201:01 X0X1:=06:02/06:07/06:10/06:11/06: 12/06: 13/06: -
=] EE | C07:01:01 14/06:15/06:17/06:18/06:19/06:20106:21/06:22/ e e e J
2934[C4XC | C030KT 2211| 1037| C03:0401:01 XX1:03:04/03.06/03:07/03:09/03: 18/03:23/03: e
- Fi2 | cas10 C04:01:01:01 24/03:26/03:28/03:32/03: 37/03:38103 44/03:45/ 00| 027162012 | Betch Imp | Bsmith E
(K1} | 3
User Comments: [ Auto Accent All || Apply Pi Code | [ Replace XX Code |
e (@] [_pone_][_provew ] [_exoon_]

Session Summary Table

® You can double-click a sample in the Summary Table or single-click a sample marker on the
Summary Graph to go directly to the Analysis Screen for that sample.

¢ Double-click in the User Comments field to add or edit your remarks. System-generated
comments cannot be modified.

e Click the Field Chooser & button to the left of the table headings. The Field Chooser is
displayed. This allows you to select or clear the check boxes next to column headings and
include or exclude those columns from the Summary Table.

e Selecting or clearing check boxes in this window instantly updates the table.

Note: If you do not see a particular field available through the field chooser and you are sure it
should be there, go to C:\HLA Fusion\temp and delete the file named:
Labtype Layout.xml.
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Field Chooser

Field Chagser

[V Analysis Date
7 Analysis User
¥ Assigned Allele Code
v Assigned Allele Pair
[¥  Assigned Sero
v Bu
™ Catalog
[V Code Definition
vV Comment
[~ Confirm Date
[V Confirm User
¥ Exclude
[V Exon3DPA1
¥ Exon3DPB1
[~ False Rxn
[T Family
[T LocallD
[T Locus
| T Low Bead Count
[T Low Positive Value
[¥  Min Bead Count
"= More High Resolution
.

<

Q

L

-l

Repositioning a Field

¢ Click on any column header of the

Summary Table to sort the table by that
column. The triangle A in the column
header indicates the sorting order—up for
ascending and down V for descending.

Edon
|NC

1 4178

e Columns can also be dragged and dropped
to change their order.

*  When you close the Field Chooser, a pop-up message displays to let you
choose whether or not to save any changes you made. If you click Yes, your
changes are saved for all future LABType session summaries on this same
computer until further modifications are saved.

¢ Click the Export button to save the Summary Table on your computer or the network,

(default location is C:\OLI FUSION\data\report). The file is saved in Excel (*.XLS) format.

¢ (lick the Print button to immediately print out a report of the Summary Table.

An Exported Summary Table (Excel Spreadsheet format)

(15323 /5N 0010154401 Number

a1 f= | position
A B & D E = G H I J K L M N 0 P Q

Position Local I Sample Locus Patient Exon2ZD{Exon2ZDqExon3 =D anﬁ:D{Mm:Bead: NC PossibleZAllele] PossibleZAllele] PossibleZ Allele ZPair OtherC Assig MoreZTq Status
1
2 | 1(a2) A DQA1DQB1 patient! | 3951.78° 27041 3047.68 2236.26 1007 14.05/DQA1*0102  DQA1%03XX1 |DQAT7010201 DQA1"030101 FALSE  Batch Imported
3| z@Ey 3 DQA1DOB1 " 340668" 248104 325537 1718 T4 100[ 14.29|DQA170102  |DQA1*0201  |DQA1:010201 DOAT*0201 FALSE |Confirmed
4| 3¢c2) & DOA1DOB1 patient! | 3495627 z2si.a[ 3z3n.ss| 1950.26 100[" 15.48(DQA170102  [DQAT703XX1  [DQA17010201 DOAT*030101 FALSE |Saved
5| 402 2 DQA1D0B1 " 3sss2] 243518 298337 220351 100 14.49|DQAT01XKT |DQA1I*04XX2 |DQAT=010101 DQAT*040101 FALSE |Saved
6 S5(E2) = DQA1DQB1 " zoeaa” zess42” azra1 1eTT.OM 1007 11.54/DQB1*03XX1  DQB1*0501 DQAT=010101 DOAT*0502 FPE 071 FALSE  Batch Importsd
7| 82 6 DQA1DAB1 " 31942[ 2606.08 3218.02[ 1928.06 100 13.82|DOATMXX1 |DRA1S0SIC@ |DOAT=010101 DQAT*050101 FALSE |Saved
8 [ 7iG2) 7 DQA1DQE1 " 3zg0.38” 2589.82" 35432 19774 1007 13.6/DQB1=020(1  DQB1*0601 DQA1:0102 DQAT*050101 FPE 071 FALSE Batch Imported
g | &(H2) ) DQA1DOB1 " 3016.05" 2652685" 301227 195762 1007 13.41/DQB1%03XX1 DQB1%602  |DQA17010201 DQA10503 FP# 071 FALSE Batch Imported
10
"
12
F

¢ (Click the Preview button to review a report of the Summary Table before printing or
saving.

M4 b M e
Session | RSSO1C_005_Catalog : RSSO1C_009 07 NOM: January 2012 - 3,20 _Locus €
Use slider 5 ition ~ [Sample [Patient Comment
to move r A1 | Cags3 Possible Homozygous
from page | s |comso
to page r c1 o |wp22
r o1 ©5027
r E1 G0259 Low Bead Count,
Bl Fi |cs031 Low Bead Count,
r Gl | G062 Passible Homozygous
r H1 4694
4l il T | _’|—|

Print Preview Screen

G| Print Preview

=loix|

File View Toals

iglomaannone ws

B @ - cose |

Click and drag up to zoom in or downto zoom out Page: 10f 12
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¢ In the Print Preview window, the left side displays symbols for each page of the report. Use the
Slider to move from page to page, or click on a page icon to go to that page.

e Use your mouse Scroll Wheel, or click and move your mouse up and down to zoom in and out
of each page in the Print Preview window.

Excluding a Sample from Analysis

gsesz  If you want to exclude a sample from an analysis session, select the Exclude
check box next to that sample.
(Fl Exclude | Position ~ | Sal = a® " .. _
1. Exclude sample M "
rd 1 Me ) )
You can also right-click the sample on Analyze sample
r 2 02 either of the graphs on the Control
Value tab and select Exclude
r 3 08 Sample. IR ERRNEERERYRESIREN
i 4 o

This means the selected sample is not displayed in Fusion reports, or in Bead Analysis, Control Value
data, or as results in the sample Analysis Window.

¢ The False Sample rows in the Summary table are highlighted in Pink; sample rows having
multiple matches are highlighted

e If you want HLA Fusion to search the entire session for XX codes and replace them with the most

current NMDP codes you have imported, click the Replace XX Code button. It is
recommended that you use this feature if the current NMDP file wag#fecently imported.

HLA Fusion™ / 53

All final assignments beginning with XX followed by numeric will be
l % updated using NMDP Codes if available. Do you want to continue 7

= % ]

Note: For individual samples, the replace code function can be performed by selecting the
Reanalyze button from the analysis window.
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Configure LABType Analysis for the Current Sample

Global default LABType configurations can be set from the Utilities menu. In addition, configurations
can also be set from within the LABType analysis window for the current sample.

Change Configuration for the Current Sample

Before starting analysis, you can change analysis options for the current sample by using the
configuration menu as shown below. Changes to configuration settings during analysis affect the
current sample only.

To change configuration settings for the current sample, click the Set Config button at the top of

Quadrant 1 of the analysis window. \

GC | Rxn | Reu Sile | Lucal @C | PatienlSample Resulls Sct Config

One Lambdz QC 10 # 004 , Probe 1D # OLF4021LT Max Srak:

&0

50

40

U

Set Config button on the QC Graph in Quadrant One
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Assign Code

Current Sample Configuration Options

By default, Fusion assigns NMDP codes to the alleles. However,

you can optionally change these codes to one of the following [cico EI. e T .
options: sosl Ho Code LE
Lucel Cud=
¢ No Code - the results, allele pairs assembled into a string o
. . . Grouping
with no formatted code, are simply condensed without T ——
applying a coded format. Cross Code(0P)
Bwd/Bwid in Serolugy
¢ Local Code - assigns user-defined code definitions, (codes Dermographic/Rare Allels Groups  »
Possible Allele Code Condense
used by your Lab) for suggested code results.
Iinimum Paositive Control »
. . . . Iinimum Bead Count »
¢ P Grouping - Codes allele strings in P Grouping as Set Sure Reaton Bead
published by IMGT. View QC
Low Positive Threshald »

e G Grouping - Codes allele strings in G Grouping as

T YT I DT T
DRB3*03:01:01 DRB4*31:03:03
DEB3#%03:01:01 DBB4*D1:03:01

published by IMGT.

e Cross Code - allows allele combinations that cross serological groups (e.g., EAPW =
DRB1*04:03:01DRB1*04:03:03). By default, cross-coding is turned off so that allele pairs

are condensed only within the same allele groups.

Bw4/Bwé6 in Serology

NMDP Code

Bw4/Bwé6 in Serology

Pairs |F0rce | Type/SubType | Match |Sero L

Mo Code
Local Cod DRB3+#03:01:01 DRB4+01:03:01:01
cealh-ode DRB3%03:01:01 DEB4%01:03:01:03
P Grouping DEB3*03:01:01 DRB4*01:03:02
G Grounin . . . DRB3+#03:01:01 DRBA*01:03:03
P9 Serology has identified many pairs of HLA-B | |zzz2+02:01: 01 oRezeo1sn2:04
Cross Code(AB,C,DRB1, DRB345,0Q) alleles which appear to differ only at the DRB3+03:01:01 DRB4*01:06
Cross Code(DP . DRB3+#03:01:01 DRB4*01:08
S Bw4/Bw6 region—the two mutually DRB3#03:01:02 DRB&*01:01:01:01
bl exclusive serological epitopes. If you select DRE3#03:01:02 DRB4*01:03:01:01
D hic/Rare Allele G , . . . DRB3+#03:01:02 DRB&*01:03:01:03
Pemi’;ra'pll Ir Carel Ce e| o thls Optlon’ BW4/BW6 18 added tO the DRB3*03:201202 DEB4*01=03:202
ossible Allele Lode Londense B B . .
serology results. DRBE3#03:01:02 DREA*01:03:03
Minimum Positive Control > DEB3#*#03:01:02 DRB4*01:03:04
Minimurn Bead Count N DRB3+#03:01:02 DRB4*01:06
et Sure Reaction Bead DRB3+#03:01:03 DRBA#01:01:01:01
Hre Reaction Bea DRE3+#03:01:03 DRB4*01:03:01:01
View QC
Low Positive Threshold >
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Demographic Information

The Demographic Information option allows you to organize alleles according to their frequency. Based
on the demographic selection you make, HLA Fusion displays as many as three allele groups in the
allele pairs list:

e Group 1: Frequent on both alleles
e Group 2: Frequent on one or the other of the alleles only

¢ Group 3: Frequent on neither allele

[Set contip M fent Toe Tomas Local Demographic Data [CWD TDX 3.15.0] .
[¥] NMDP Code - | |
le: [ Exclude 1 |2 IE Group l: freguent on both alleles
Mo Code
Local Code £+07:02:01:01 C*08:01:01{G1)
P Grouping C*0T7:02:01:01 C*0E8:22({G1)
G Grouping C*07:02:01:03 C*0B:01:01 (1)
C*07:02:01:03 C*08:22(G1)
Cross Code(A,B,C,DRB1,DRB345,0:3) C*07:66 C*OB:01:01(&1)
Cross Code(DP) C*0T7:66 C*08:22 (G1)
[v] Bwa/BuE in Serology _
— - Group 2: frequent on one allele
| Demographic/Rare Allele Groups v |[v] eworoxsaso| |- T CT CTT T T T T
Z Possible Allele Code Condense » C*07:02:01:01 C*08:01:03 {G2)
Mimirurn Positive Contral 3 C*07:02:01:01 C*0B:01:04(52)
o C#07:02:01:01 C*08:01:08 [&2)
e Minimum Bead Count ’ £+07:02:01:01 C*08:01:11 {82} -
E Set Sure Reaction Bead -|
View QC 2-15-01 Demographic Frequency
Low Positive Threshold b |3
| -

Demographic Configuration Option

Note: If the Demographic Information option is not available, (i.e., grayed-out) it means you
need to import an allele frequency input file. On the Fusion Menu bar, select
Utilities>Update Reference>Allele Frequency. Click the browse button and locate the
Allele Frequency files. Click Import Allele Frequency.

Set Minimum Positive Control

Minimum Positive Control

MMDP Code C| [] Exclude
Mo Cude

Local Code
P Grouping
ini iti : G Groupi
The default Minimum Positive Control value assigned by the system oupng
Cross Code(h,B,C,DRE1,DRE245,D3)

is 1000. If desired, enter a new value in the Minimum Positive o Conop)
Control Value field and press the Enter == key on your keyboard. BBk in Serolocy

Demographic/Rare Allele Groups ]
Possible Allele Code Condense ]

Minimum Positive Control ]

Minimum Bead Count ]
Set Sure Reaction Bead

| 3.15.0]
View QC

Luw Pusitive Thieshuld [
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The sample is flagged in the System Comments as having a low Positive Control if any positive control
trimmed mean in the current sample falls under the threshold you've set. On the analysis Bead Tab, the

bead bars for samples below the threshold you've set are colored GRAY.

Minimum Bead Count
Set Minimum Bead Count

set Confin I Bead |paue | Rosdtotal

" [¥] wmpP Code | [C] Exclude|1 |2
Mo Code

L

Local Code
P Grouping
G Grouping

Cross Code(A,B,C,DREL DRE342,0Q)

Cross Code(DP)
3 Bwd,/Bwb in Serology
Zl Demographic/Rare Allele Groups 3
Zl Possible Allele Code Condense 3
Minimurm Positive Control 3

Minimum Bead Count 3

Set Sure Reaction Bead T

- DK _3.15.0]
Wiew QC

Low Positive Threshold y feles

The default Minimum Bead Count value assigned by the system is 100. If desired, enter a new value in
the Minimum Bead Count Value field. The sample is flagged in comments as having a low bead count

if any bead count in the current sample falls below the threshold you set.

Set Sure Reaction Bead

1. Click the Set Config button, (upper right) and select the Set Sure Reaction Bead option in the
configuration menu to enter Bead IDs for which to force positive or negative values.

The Force Sure Reaction dialog box is displayed.

2. Here you can enter bead IDs for which you want to force positive,
(false positives are considered true positives) or negative, (false
negatives are considered true negatives).

Force Sure Reaction

Forced Positive Bead ID ( eg. 001,002,005 etc..)

| Enter the bead ID’s you want to force POSITIVE |
Forced Megative Bead ID ( eg. 001,002,005 etc..}

[Enter the bead ID’s you want to force NEGATIVE |

QK | Cancel |/

5

Force Sure Reaction

nfin W Read noo [ no_aees |
[ st Confin W ncan

ll NMIP Code
Mo Code

Lecal Code
P Grouping
G Groupirg

Cross Cocel/,,B,C,CRBL,DR3245,CQ)

| Cross Coce(DF)

[¥ Buwt/Bagir Scrology
llerngraphic/Hare Allzl= Groups 3

Possible Allele Code Condense

Mirimum Positive Control 3

Luw Posibve Trieshold 3

Set Sure Reaction
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View QC

NMDP Code

No Code

Local Code

P Grouping

G Grouping

Cross Code(A,B,C,DREL, DRB345,D0)
Cross Code(DP)

Bwd/Bwé in Serology
Demographic/Rare Allele Groups

Possible Allele Code Condense

Minimum Paositive Control
Minimum Bead Count

Set Sure Reaction Bead

This pop-out list displays the Alternate QC panels, (that you created) which
are available for the current Catalog file which can be displayed as
histograms in Quadrant 1 of the Analysis Window. When clicked, you can
select from this list rather than use the OLI QC.

QC panels can also be created by right-clicking a saved LABType Session
on the Navigator tree and selecting Create Local QC.

View QC 3

RSS02Q_003 05 LAB20120130155556 [ |

Low Positive Threshold 3

R55020Q_003_05_LAB120120131081215

Configure Alternate QC Panels

Low Positive Threshold Setting

MNMDP Code
Neo Code
Local Code
P Grouping
G Grouping

Cross Code(A,B,C,DRE1,DRB345,0Q)

Cross Code(DP)

Bwid /Bwb in Serology
Demographic/Rare Allele Groups
Paossible Allele Code Condense
Minimum Positive Control
Minirnum Bead Count

Set Sure Reaction Bead

View QC

ED Exclude[1 2] pmese

The default Low Positive Threshold value assigned
by HLA Fusion is 200.

If desired, click the Set Config button and
enter a new value in the Low Positive Threshold
field located at the bottom of the pop-out menu.

Samples below this value are graphed as GRAY,
vertical bars in the upper right Quadrant, (2) of the
= Bead Analysis screen.

Low Positive Threshold

v | 200 |
E

| II!‘RDJ T UL DRBE O oL

DOo&nn.n1. 03 DD snt .nn.nn

Set Low Positive Threshold
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Using the LABType Data Analysis Window

The LABType Data Analysis Window provides detailed analysis information for each sample in the
session. You can review the allele assignments suggested by the program and modify and accept the
typing assignments. HLA Fusion suggests possible typing results, but the final assignment must be
made by you or your supervisor.
From the LABType Analysis Window you can do the following;:

e Switch between code formats

e Apply Bwg/Bwé to serology results

e Apply frequency filters

e Show the delta between the signal generated and the cutoff point for each bead

e Display reaction, recognition site, raw, and bead data

e Navigate between beads

e Exclude a bead from analysis

e Adjust cutoffs

® Assign non-coded allele pairs

® Assign a coded allele pair

e Assign serology equivalents

e Make manual assignments

e Remove assignments

e Save and confirm your analysis results

¢ Find the source of an ambiguity and ways to resolve it

The LABType Analysis Window is divided into four main sections, or Quadrants, each providing specific
data for analysis.
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The LABType Sample Analysis Window

<<Summary [ & can
[ 0C | Ree Site | Local G | Patient Sample Resuis

Otie Lainibda GC 104582, Probe I £ CBUC

AnafyreDats Repors Dots Ssmple Patientinfo Profile Utilties Help

LREIEQAEEAAE

i ¥ B e e
=1 Bl o R

i Scale

# 20

uuu‘iri..{n'-iim;
meo (2 = [ <[> ]o] Lo [o6]

Exclide |

Quad

100 ==

Pun | Forcs | Typa/ScbType | Matoh | Serm, |

Local D ic Data [CWD_TDX 3.15.0] =

Group 1: frequent on both alleles

c*07 01 C*08:22(G1)

C*07:66 C*08:22(G1)

Group 2: frequent on one allele

C*07:02:01:01 C*08:01:03 (G:
C*07:02:01:01 C*08:01:04 (82

C*07:02:01:01 C*08:01:11(82)

Othec Assignment

OMonTes | ol | Reanalvze | Analvze Combined

Displays the
Reaction Table

Displays Sit

oLiQC

SI0 (07-20-12 FPI17 CHD LS 117 FNL_HD_IDIZ1 CCCID

Displays User QC
for each probe

Displays
Recognition
e and Data for
each Probe

RSS0HIC 005 06

R e

Test Date | 7/20/2012 | Ver | 401

WOMTmgt lanuary 2014/3.150

Displays LAB QC
(if created)

Displays Loci results for the
current patient
for the selected sample

Enter new values here
to modify the Y axis
of the QC histogram

\

y

| Rxn I Rf.c Site I Local GC I Patient/Sample Results

One Lambda @C ID #0111, Probe 1D # A130

ya

LAB QC

Mz Scale:

Quadrant 1
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Quadrant 2

Resets the cut-off

Check to for the selected
Displaysthe  Displaysthe  Displays Bead exclude the Set the number of  bead to the OLI, or Creates Add/Cutoff
Bead Gmph Raw Bead data  information current bead false reactions User default Qc Values
o | et :
m | RA = Resolve
Bead 026 J| I ] < I > | > | Exclude|1 E Ambiguity
019 a
100
018 /ﬂ
50 :3/ RA = Source of
| A5 Ambiguity
Use to select Lsx 023
heads from <1 024 Current
the current | 7 % Sﬂmeli;'e
R
sample PB?“"N““ (Red)
029
50 03
034
“ 032
033 —
30 | o34
035
20 036
037
10 038
038
040
- — Click to sort by Click for
View Delta Positive Reaction: RED
. / BAR COLORS Negative Reaction: BLUE MF or BeadID Sample Info
View Normal
\ Current Bead: GREEN /
ax Soale view Delta || 8] DU @) 2 O
: I m _I These bars
( B400 100 indicate the
Normalized
a0 Value of
eluui] each bead in
&0 a sample.
T
Represents | |[1500
the Raw Data B0
Values for the
Positive and [ [fiz00 so | @
Negative & Gray
control beads 40 diamonds are
of a LABType bao the current
assay. 30 cut-off for
each bead.
Magenta = i
Positive
Control
Negative e O O Y o Y e e e o i A L Y o) D D S S o
Control

Beads in numeric order Qu ad ra n t 3

Normalized
Value (Percent
Positive)
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Groups pairs
with the same

Allows one Displays results
force positive as types and

equivalent of the

Displays the sero

Quadrant 4

or negative subtypes  reaction pattern allele pairs
Displays - \ *
allele pairs Fairz | Force I T}lpe.f'SubTypeI atchl Sero Close Bead Rxn EI
[ Local Demographic Data [CWD_TDX_3.15.0] a] _
Group 1l: frequent on both alleles Possible Allele Code
101:01 C*08:01:01(G1) ¥¥li=:11:01/11:02/11:05/11:05/11:=07/11
C*07:02:01:01 C*0B:22(51) W¥2:=:24:10/24:125
. C*07:02:01:03 C*08:01:01(G1) J
Pairtab || {y07.02:01:03 cros:22(61) "\'
Assignments| | |cun7: 66 croa:01:01 (61)

suggested by

Moves

_ C*07:66 C*08:22(G1) .
HLA Fusion Unambiguous
Group 2: frequent on one allele possible allele
_____________________________ code to the
C*07:02:01:01 C*02:01:03(62) Assigned Code
C*07:02:01:01 C*08:01:04(5G2) ‘LlSt
C*07:02:01:01 C*0B:01:09(G2)
t C*07:02:01:01 C*0B:01:11(G2) LI 4| | 3
Assigned Allele Pairs | | ¥ | Assigned SEro | | x | Assigned Code v lx
A*11:01:04 A*24:-125 All AZ4n3 A*11:3041 A*24:3ME
A*11:01:08 A*24:10
A*11:01:14 A*24:10 v |
Other Assignment | V]
To re-analyze a sample
after new NMDP,
serology, or changed To analyze
Enter your own Place a check mark Saves your current number of false reactions from
comments here here to indicate that window layout reactions allowed two tests
S o~

A

User Comment: I

—
_‘\m Mumﬁl Reana&a || Analvze(nmhim

{
¢ 2

Patient Assign

sign=> Savp>> Confirmn

System Comment: |Mjust Bead#001:52(65). 1

Read-only notes
entered by Fusion

Assign the results
at the patient level

Supervisor
clicks here to
confirm analysis
results

To assign and
save all results

Save analysis
for review and
approval

Each quadrant of the Analysis Window represents a different view of the same sample. The quadrants

are all linked to one another: a change you make to Quadrant 2, (cutoff for example) affects the display
in Quadrants 1, 3 and 4. Each quadrant can be re-sized, vertically and horizontally:

e Hover your cursor between the quadrants until the cursor image changes to “+ Click and drag
the graph to resize it.

¢ Or, click the Quadrant Maximize B button to modify the quadrant display.
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Keyboard Shortcuts for LABType Analysis Navigation

The following table defines some computer keyboard combinations you can use to quickly navigate
through a LABType sample during analysis.

Keyboard Combo To Do this...
“Fﬂ + N Navigate to the next bead, (from bead analysis & sample analysis screens)
U;tI\] + P Navigate to the previous bead, (from the bead analysis & sample analysis screens)
U;tI\] + A Assign and go to the next sample, (from the sample analysis screen)

Quadrant 1 (QC Histogram)

There are several tabs in this quadrant, as explained in the following sections.

QCTab

The QC Tab displays a histogram of the reaction profile for the current bead against all samples of the
QC panel used in the analysis.

Each bar represents a QC sample, and its height represents the normalized reaction value.

ac |Ibm | Ree site | Local ac | Patient/sample Resuits |

Enter a new
One Lambda QC 1D # 046 , Probe ID # OLR4101 Max Scale
o value here
a0
80
70 Sample 1D Name : C4EB0
a0 ‘Well Pasition : 59 [C8)
Normal Yalue : 48
Raw Data [Timmed Mean]: 1146 " Hover your
50 OLI Cutelf : 25 mouse to
w0 0O Toping : B*76:01,6°61:01 view
sample
30 details
20
10
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e Hover your cursor over any sample and the sample details are displayed, including typing
results, (see graphic).

e To change the histogram scale, click inside the Max Scale box, type in new limits, and press the
Enter == key.

The Max Scale feature defines the maximum Y-axis range. When you enter a new Max Scale
value, the QC and bead data histograms automatically refresh to display the range from zero to
the new maximum value.

e The cut-off line represents the One Lambda default cutoff value.

Rxn (Reaction)Tab

The Reaction Pattern tab displays the Positive reactions for each bead, (X-axis) versus every allele,
(Y-axis) defined in the catalog file.

From the LABType Analysis Window in Quadrant 1, click the Rxn tab to display the Reaction
Pattern Table.

Double-click to display the

Click to sort beads selected bead in the Bead Click to expand or
Search by by sample reaction Data graph (Quadrant 2) contract the table
allele -
Rec fite | Patient/Sample Resu | Config
Find Allele Rxn Reset | _I
3 4 5 4] * 13 16 17 19 3B 0~
Current Q05 |ooe | 007 |oog |o als 01s 0z0 0zz 044 J
Sample __hSE' mple Fxn H o o o o X X X X X
in BLUE C*08:51 ¥ X ¥ X X
C*06:53 H A H i A
C*06:54 H A H i A
Positive C*06:55 H A H i A
alleles C*06.56 i i X i X
have a __~'C*|]ﬁ:5? bt ® A ¥ ¥
shaded C*06:58 H A i A
background :
C*01:02:01 ¥4 X X X
e
CH:02:0 " A A A
An “X” 0203 H H b4 b4
indicates, g C*01:02:04 X |x X X
a positive vI
reaction | k

Click in this area to search by reaction
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The Default configuration:

Beads are sorted by sample reaction.

The current sample appears on top line of the table in a blue font

Positive alleles are listed below the sample row and have a shaded background.

Salmon coloring indicates a false positive.

Green indicates a false negative.

Positive reactions are displayed as an “X” on the table, (Blue for the current sample and Black for
the rest). PC, NC, and excluded beads are displayed as a zero, “0” on the table.

Config

Bead |

100

| 28 *animize
03 a0

OR...
mple Results | Set Config I
et [ﬂ
14 17 14 21 23 27 28 &
0z3a 026 0z3 031 032 038 03.

Type an allele into the field and click the Find Allele :
button to display the allele and its reaction patternin | ©€
the first row below the sample. Double-click on an
allele name to bring that allele to the top of the table.
You can bring all of a certain allele group to the top
by entering an allele group (e.g., DRB1*03).

‘ac

Rxn | Rec Site | Local QC | Pstient/Sample q

| Find Allele ”

Rxn Reset ”

1 5

1

14

o0z 011

ozo

0zz

Sample Rxn H

B

Ed

L

AT02:01:01:01

A02:01:01:02L

A02:01:01.03

AT0Z2:01:02

A02:01:04

A*02.01.05

A*02:01:06

A02:01:07

LR AR AR N

A02.01.08

AL R R R R R ]

ERE AR AR R

A:12-01.09

Bead If you want to expand the table to its full size, click the Maximize button. To
minimize the view, click the button again.

Double-click anywhere in the area just above the
table, between the Rxn Reset and the Max buttons
to expand the table. To size the table back to its
original quadrant size, double-click in the same area
again.

L |a=0z:01:1|

Clatmame
~—

Click on the blank, gray row header to the left of an allele name or
reaction to move all the beads with that reaction to the left. Click the
Rxn Reset button to reset the table to its original configuration.
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When a column header is clicked, the table is

N A A | FindAlele | Roxn Reset ol
sorted by reaction criteria for that bead. The T T e e E e Tk
first click sorts in ascending order from top 00z lot1 lozo® lozs Joae [025 ost [oss oss Jos.

. . Sample Rxn X X H H X X H X X X

to bottom. The second click sorts in A3z X |x x x x

. A*3326 X X X X X
descending order.

Sample Rxn

1
A*33:21 z
e . Double-click on the allele column to bring the selected allele up to the top of
A3402 the Reaction Pattern Table, just below the sample.

A*33:30 i

A%34:03
ATEE02
_—

If you use the Analyze Combined button to analyze two or more analyses for the same
sample, Bead IDs in additional analyses are differentiated from the current one in the Rxn Table by an
underscore and a sequential number.

For example, if the current sample contains a bead with Bead IDO0O2, and you analyzed it in
combination with an additional analysis for the sample, that same bead for the second sample analysis
is listed as 002__0 in the Rxn Table. The number following the underscore increments for additional
samples you may add to the combined analysis (_1 for a third sample test, etc.).

Rec (Recognition) Site Tab

This graph maps the recognition sites of all probes in the sample and highlights those probes that pick
up any of two user-selected alleles for comparison.

e X-axis: probe binding site in reference to the exons amplified in the test kit used, (starting with
exon 2’s on the left and going to exon 4’s or higher on the right, if applicable to the sample).

e Y-axis: bead

From the LABType analysis window in Quadrant 1, click the Rec Site tab.
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ac | Rxn  RecSite | Local QC | Patient/Sample Resuits | _Set Config |

| | | Recg. Bar ‘ Probes that are
positive are RED.

002 T
120 I

Gap, or specialty
probes are shown
with a yellow
connector.

Negative probes
are colored BLUE.

e Probes that are positive for the selected alleles are colored Red and are displayed at the top of the
plot. Negatives are colored Blue, and are displayed below the positives.

® Probes are identified by a horizontal bar at the location of the recognition site. The probe position
is labeled next to the bar.

e  When you click a probe, the bead graph in Quadrant 2 updates and a pop-up information box
displays the following fields:

041

1. Bead ID oo

Bead ID : 044
Recg Site : [46----49 + 55P-D-58]

2. Recognition Site

STy | Exon 2
[ET |
3. Exon number o5

e Gap, or specialty probes are indicated by a yellow connector that joins two recognition sites.
The recognition site data that displays when you click a specialty probe is for both of the
connected probes.
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The Recognition Bar

Activate the Recognition Bar by clicking the Recg. Bar button. Initially, the bar will appear
on the left side of the graph. Drag the bar to the right with your mouse pointer. Once you release the bar
the system will display the Recognition Site Summary, (Positive, Negative and Excluded probes) for
wherever this bar is positioned in the window.

Qc | Rxn  Rec Site | Local QC I Patient/Sample Results | Set Config |
| | | Recg. Bar,
702 I
o1 B A
. 020 - s Click to
T € ael | activate the
Recognition 1 7 ﬂ Recognition
Bar Bar
21
Positive Probes
52
05+ 51 2031 : 65(-/G){K/-HN—-Q—T3
ud2  #086 : 72-H-VD-78
LGy |
054 a5g)  Negative Probes A summary of
a0} mm #010 : [61-RN-65 + 72-H-V785] all probes that
004 . #036 ¢ [53N--65 + T6VD-75] lie in the area
L . #037: 7177 before the new

#042 ; [62RN--65 + 7SRIALRE3]
117 — #058 1 63— 75
- #0758 : 72-1-VD77

bar position.
010 N,

s

Probe Recognition Site Summary

Click the OK button to dismiss the Recognition Site Summary.

® You can enter up to two alleles, separated by space, in the Allele Text Field [corezoicossso |
and press the Enter (== key on your keyboard.

¢ Or, you can search alleles by double-clicking the allele pair on the Possible Allele Pairs
results list, (in Quadrant 4).

Recognition Site — Allele Pairs

‘@c | Rxn  RecSite | Local QC | Patient/Sample Results | Set Config |
|DRE1*15:02:08. DRE1=04:05:10 |.B1*1 5:02:09 DRB1*U4;uE.:1t1| Recg. Bar J
001 -
105 === =
003
015 E—
[T —
010 ==
029
030
140 ===
042
143 ===
156 ===
052 E—
067 I —
0gs ==

402 I ——

003
00+ -
105 I
007 E—
G —
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All probes that are reactive to the selected allele(s) are colored:
e Allele 1: Magenta

e Allele 2: Cyan

Local QC Tab

The Local QC tab displays a histogram of the reaction profile for the current bead against all samples
this user has ever run for the same product, (same lot/revision) and over a specified date range.

‘ac | Ran | Recsite LecalQc IPatient.l'Sample Results | Set Confi
Session Date: 12 12011 ~| ~ f10/ 92012 |
100

80

80

70

60

One Lambda | | 50 _ T
cut-off line \"k - ﬂw
Sample: G0268
30 3 Session: RS501A_008
‘Well Position: G2
20 MomalValus: 47
10
Local QC Tab

Each Green bar represents a QC sample and its height represents the normalized reaction value. This
will serve as a user-created QC graph.

e Hover your cursor over any sample, and the sample details are displayed.

e The graph is continually updated as you analyze the product over time.

e The cut-off line represents the One Lambda default cut-off value.

Patient/SampIe Results Tab llele Code | Possible Allele Code * | Assigned Alle

The Patient/Sample Results tab details all of the results for all the

tests done on a Sample ID or Patient ID. As results are saved for each DAAT04XK]

. . DHOAT*05: X2
locus, either the serology result or the allele code for each loci appears Do%*oatxm DQAT 002
in this all-loci section. ——— S 0e ono0n

DQE1*03:XX1 DQB1*04:.04
XX1:=03.01/03:19/03:22

Click on any of the labeled Gray tabs along the top of the grid to sort
the results in either ascending or descending order. The direction of
the small triangles Aindicates how the results have been sorted.

Hover your mouse over any Possible Allele Code to see the entire allele code.
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te Session 'f_ Session Date C

] RSS02PE1_005_03_ |02/03/2012 R3S02PE1 . . .
- You can use your mouse to widen the grid, or double-click between the

2 |ResO2PEI_005 01020022012 | RSSO2PE1 - tahg to automatically increase the column width to accommodate all the
3 |RrSsozPei_ood_os_ |ozioazoiz | Rssozrel - data presented,

3 RSS02PE1_004_03_ | 02/03/2012 RES02PBE1

aCc | Rxn | RecSite | Localac PatientiSample Resuits |LA.BQC| Set Confia
Session Date: | 5/ 12009 ~| ~ 10/ 92012 ~
Assigned _ Assigned | Assigned| Other | Sample | Well ) .| Session
*AlleleCode (R =l =Ene Allele Pair | Sero | Assignment| 1D | Position et Date e Date Gy =
RO AOE0C ToooT |2 TITTOR0TT | RoSOTA. 006 TITORZ0TT | RSSO 1A 01108
X001:=-02:01/02:01L/02:04102:0
coz21 |E2 0512672008 | RSSO1A_011_03_QC_27 |10/1172010 | RSS01A_011_03
Goz21 |E2 0512672009 | RSS01A_011_05_QC_817 |10/1172010 | RSS01A_011_08
Goz21 E2 05/26/2009 | RSSO1A_011_06_QC_392 (10112010 | RSS01A_011_06
Go221 |E2 08/0172008 | RSS018_013_07_QC_388 |10/1172010 | RSS01B_013 07
coz21 |E2 08/01/2008 | RSS018_013_08_QC_281 |10/11/2010 | RSSO1E_013.08
Goz21 |E2 0410772009 | RSS018_014_04_QC_407 |10/1172010 | RSSO1E_014_04
Goz21 E2 04/07/2009 | RSSO1B_014_05_QC_42 10/11/2010 | RSSO1B_014_05
Go221 |E2 04072008 | RSE018_014 05 QG 244 |10/112010 | RSSO1B_014 05 |+

Patient/Sample Results tab

Quadrant 2(Bead Data)

There are three tabs in this quadrant which are explained in the following sections.

Bead Tab
ghe Bead Tab The first bead Previous bead Next bead Last bead va(lzl:glsf :g :Ieeiztlt
isplays the

histogram for the Bead Bead In -/
currently selected Bead if*ﬂﬁ a I<¥ < >ﬂ{ Bciude[1 =] Reset 4
bead. Each bar 100 —
represents a sample. 30 1]
The bar height 5 il
represents the —
normalized reaction " ]l
value for the selected 50 R
bead in that sample. 50 il

40
The Red bar .
represents the
currently selected 2
sample. 10 |

Cut-ot bar The Bead Tab Current sample
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Double-click on a bar to navigate to the analysis of that selected sample.
You can click the arrow buttons to select a Bead Bar and display the selected bead in Quadrant 2.
Alternatively, you can also select the bead from the Bead Navigator at the top.

e X-axis: Samples sorted in order of reactivity, (weakest to strongest).

e Y-axis: Normalized value, (% positive).

¢ Data points: Bars represent the normalized value of a sample for the current bead.

¢ The Bar Colors: All bars are Green, except the current sample, which is Red.

e Cut-off line: The cut-off line is located at the cut-off value for the current bead, (values
above this line are considered positive).

e The cut-off line on this histogram can be modified. To adjust sample cut-off values, do this:
1. Click and hold the horizontal cut-off bar and drag it up or down to a new cut-off setting.

The cut-off value is displayed next to the cursor and changes as you drag the bar up or
down.

Cutoff: 35

Adjusting the Cut-off Bar

2. To reset the cut off values to the default for the current sample, click the Reset
button and choose a default option.

e  When a Sample Bar is double-clicked, the analysis module displays the results for the selected
sample.

e Hover your cursor over any sample and the bar turns yellow and sample details are displayed.
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I[ E Sample ID Name : GOZ224
‘Well Pozition : B7
MNormal Value : 71
Raw Data [Trimmed Mean): 1775
Sample Cutoff: 15
OLI Cutoff : 15

Sample Detail

e If you wish to exclude a bead from analysis, check the Exclude box. When checked, the current
bead is excluded from the analysis of the current sample. Analysis results are refreshed to reflect
the change and a notation is added to the System Comment field: Exclude Bead #[bead id].

& Bl
[ > [ > | excude[t =] geset |
N\,

User Comment:
System Comment: |Exclude Bead#020 #2054, Possible Homozygous. Adjust Bead#046.71(40) #077-27(10).

eeannlNNNTARARIRY TNARRANING

Excluded Bead in System Comments

e If HLA Fusion cannot determine any results that exactly match the reaction pattern entered, it
analyzes the reaction assuming that there is one false reaction in the sample. If a solution still
cannot be found, the system continues to search through additional false reactions until the
number of allowable false reactions has been reached, or a solution is found.

P Exclude] =] The.false reac’gion setting must be between the minimum setting of 1 and the
maximum setting of 4.

Note: Regardless of the maximum false reactions set here, the sample analysis stops at the first
false reaction found.
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Raw Tab

Displays the data for the current sample as a table of values. From the LABType analysis window in
Quadrant 2, click the Raw tab to display the Raw Data Table.

Set close bead reaction threshold
(sample specific if done here)

e
Bead Raw |Beadl
Threshold [3 ol
Bead 2 Pos |PC NC |oU | Sample B
Negative Hormal| oy |paw | "C | Raw | cutoff| cutorr | COUM
Reaction ™ 196 [0 013 [1857.21 [035 [1248 |25 [25 142
935 [0 013 [1867.21 [035 [1248 [45 |45 157
14 [0 013 [1867.21 [036 [1248 [50 |80 127
Positive 324 [0 013 [1857.21 [035 [1248 |20 |20 130
Reaction 269072 [145  |013  [1857.21 (035 [1248 (35 |35 143
98 [0 013 [1857.21 [035 [1248 [60 |60 138
1857.21 [100  [013  [1857.21 [035 [1248 [100  [100  [144
1064 [0 032 [1414.53 036 [1248 [36 |35 123
103 [0 013 [1857.21 [035 [1248 |25 |25 145
. 10843 |58 013 [1857.21 [036 [1248 [25 |25 107
No Reaction L1 536.52 |28 013 [1857.21 [035 [1248 [20 |20 139
(if bead is excluded) {"|=F3 : : :

0zt |1 (989 [0 013 [1867.21 [035 [1248 [30  [30 102

02z |1 174 [0 032 [1414.53 036 [1248 [80 |80 122 |

Raw Tab

The columns in the Raw Data table display the following types of data:
e Rxn: (1=negative, 8=positive, O=no reaction)
e Raw: raw data for the trimmed mean fluorescent
¢ Normal: normalized value
e PosCtl: positive control bead ID
e OLI Cutoff: default OLI positive threshold cut-off
e Sample Cutoff: sample positive threshold cut-off
¢ Count: bead count

The beads having reactions that fall within the range of the close bead threshold are highlighted in
Yellow.

Close Bead Rxn
e These close beads are also listed in the Close Bead text box in [iagear foos. o7 msﬂl
Quadrant 4.
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The Close Bead Threshold can be set for all newly imported LABType sessions by using the Utilities >
Molecular Product Configuration menu.

This sets the range of close beads based on the normalized values, +/- from the current cut-off for the
bead so that a bead can be considered a close bead and be highlighted yellow on the raw data table. The
default value is 3. To change the threshold value, type in a new value in the Threshold box and press

the Enter | key.

The raw table is updated instantly and rows with a close bead reaction are highlighted in yellow.

e Click the Maximize & button to expand the Raw Data Table. Click the button again to
minimize the Raw Data Table.

¢ Click on any column header to sort the Raw Data table by that column. Double click a Bead ID to
select that bead on the Bead Tab.

e The count values and corresponding Bead IDs in Red are those beads that have a bead count
lower than the low positive control threshold. The minimum Bead Count threshold may be set
through the Utilities > Molecular Product Configuration menu, or by clicking [Edit] on
the LABType Configuration portion of the LABType home page. The default threshold is 100.

ﬁ]ead Rxn| Raw Hormal :’:;)Is ::w HC ::w gl.Ll'Ithf (S:t;n‘;'l_e Count
| 1 10.22 L] 013 2399.09 |035 (10.B7 |23 23 103
003 & 1325.81 |44 013 2999.09 |035 [10.87 |15 15 Ll
oo4 & 2205.25 |73 013 2999.09 |035 (10.87 |23 23 97
005 1 21456 |7 013 2999.09 |035 (10.87 |20 20 69
006 & 3675.94 |123 013 2999.09 |035 (10.87 |30 30 99
o7 & 2173.95 |72 013 2999.09 (035 (10.87 |25 25 134
008 1 14.38 L] 032 2502.84 |035 (10.87 |60 [11] 141
009 1 235.59 |§ 013 2999.09 (035 (10.87 |20 20 101
010 1 T7.78 3 032 2502.84 |035 (10.87 |40 40 50
011 ] 2603.98 |37 013 2999.09 |035 (10.87 |20 20 98
013 & 2939.09 |100 013 2399.09 |035 [10.87 |100 100 124
014 1 64.08 2 032 2502.84 035 |10.B7 |13 13 105

Bead counts lower than low positive control threshold

Bead | Raw Bead Info I
Bead Info Tab Bead ID 4 : 002 Recg Site : 6-——{-/A)13

SOE10201 1, DOBT 0102 DOBI0202, DOS 0203, DO 0204, DOB “30101,

. o3 D32 To1uZ, DB SUI0S, DA o020, D09 usteu2, damn vt Dast e,
When you Cth the Bead InfO tab, 1t dlSplayS the ERra *03057, DQEA Y1308, DLB:’IJ?J" COEN*0306, DOE1*0309, DEEAI310, COBIM3,
1lel ificiti fth v sel d bead DBV OBt DIBLI, DaIals, Dok OIS, LaSy Sostae.

a‘e’e specricities of the most recently seiected bead {5 soboren Sshviel Tootonal bioreore: et
from the QC hlStOgram or bead pI'Oflle graph, as Well SEE1030571. DOB'EDAC2 OBI*0608, DS 0BT, , DOBN 06 103, DOBNA0R12,

D@ET0E T, DBl *0618, CoB1*I621, DaET* 0325, CB]’DBZ‘BN DEB1*0827 “OEH"EBE‘B,

as the recognition site of the probe. SGBICED

Bead Info Tab
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Quadrant 3(Reaction Profile)

The Reaction Profile

Quadrant3 displays the reaction profile for the current sample against all beads in the analysis.

Click to view the difference  jicic for Sort graph
Change the value of th between signal product display by MFI  (lick for
a g?’. : a :"e($ .e) strength and cut-offvalue | o0 or BeadID sample Maximize
normalize < e (Y axis for each bead. eleas info button
e e G ry 5
~

) i

Do 12, 046 Dead Cown . 153

Mamnal Wahus - BMR Raw Nat (Tammed Mazr) - 2714 13
Sampk Cowll . G3 OL Cuwll . CT

Click to
magnify ]
or shrink

graph

Festtws Control - 032

(3482 1Pen - £

\

Fﬂﬂf-ﬂDDFN.‘TDND'DF"iEW gl e] =2 L0 e 0 e L 0080 Ol o L0 e 00T = g P LW C0 T Pl o 0 P 7= L (0T
T LML ML, \l. '{'.\l. '1'. A ". ." A .l'. .|'=|"=|"‘TTI' T L .lu L.JLLLJHJJJ\UU_\ULH_\UU'.LI"'\I‘-F‘«I"'\IH "'I""-I"'«I"‘«I"'\-Wﬂwwwl
DDGDDGDDG:DGCGG: Lo L b o o } o L fom o Do Lo Dol

Beads in numeric order

e X-axis: Beads listed in numeric order from left to right

e Y-axis: Normalized value (% positive)

e Data points: Bars represent the normalized value for all beads in the current sample.

e Bar colors: Positive reaction = Red; negative reaction = Blue; current bead = Green.
¢ False Positive or False Negative:

¢ Excluded bead: Gray

When a bar is selected on this histogram, the bead profile histogram, (in Quadrant 2) and QC panel
histogram, (in Quadrant 1) refresh to display the selected bead.

Reaction
Data
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This histogram may be expanded when you click the Maximize Bl button at the top, left corner. The
histogram maximizes to the width of your screen, allowing for more space to view the bars in graph.

Click the button again to return the histogram to its original size within the quadrant.
The diamonds # inside the histogram indicate the current cutoff position for each bead.

Bead-level cutoff adjustments can be made in this quadrant by dragging and dropping the arrows within
the bars. To adjust bead cutoff values, follow these instructions:

¢ (lick and hold the bead cutoff diamond and drag it up or down to a new cutoff setting. The cutoff
value is displayed next to the cursor and changes as you drag the bar up or down.

Adjust Bead Cut-off Settings

Click, drag and
drop these || &0
diamonds (/55 | &

-up or down- 4 . 1
to adjusta || *° 24 15 030 Baad Count: T86
ue 0 Raw Data (Trmme an) : 13,
bead cut-off | 30 Sutoff - 40 OLI Cutoff : 40
setting. 032 (1967.23 ) Reen : 1

When a cutoff adjustment has been made, the diamond changes into a Delta Arrow 4 that points in the
direction the cutoff was moved. The tip of the arrow points to the location of the new bead cutoff value
along the x-axis.

Bead Cut-off Delta Arrow

Cut-off
Change Flag ™
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You can hover your mouse pointer over any bar and details for that bead are displayed for the sample.

JRT=TEY

o Type your own comments in this area.
You can add comments to the sample by typing in the

Comment field at the bottom. Double-clicking in this
text box opens a much larger window to type your — |
comments in.

=l
ca_me'lﬁl

The Magenta and the white, (or non-colored bar on the right) represent the raw data values for the
positive and negative control beads of a LABType assay:

[ |lz500
2400 Magenta
Positive
R 2000 Contrel  X.axis: Beads in numeric order.
aw
Data 1 1600
Value | [[1200 Y-axis: Raw data value, (trimmed mean).
500 White
100 Negative Data points: Bars represent the raw data value of a bead vs. the

Control  Sample reaction.
Beads

Bar colors/display:
e DPositive control = Magenta

® Negative control = Wihite

To expand the histogram, double-click in the area between Quadrants 1 and 3. To resize the histogram to

its original size, double-click between Quadrant 1 and 3 again. Or, click the Maximize/Minimizel
button.

To view the Delta data, (the difference

between the signal generated and the
cutoff point for each bead) click the View Delta
button.

Quadrant 3: Delta View
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To go back to the normalized view, click the same button which now says View Normal [ view ormal |

Would you prefer to make View Delta the default view so that it automatically displays each time you
bring up a sample in the LABType Analysis window?

Reanalyze

e Save the layout while this quadrant is in the View Delta mode by clicking a0 k&=
the Save Layout Il button.

Assign>>

After you exit Fusion and log in again, your LABType sessions will display Quadrant 3 in View Delta
mode.

Quadrant 4(Test Results)

Quadrant 4 displays the typing results for the current sample. In general, the typing results include
possible results and user assignments for allele pairs, coded results, serological equivalency results, and
other assignments.

The left side shows various pair tab assignments suggested by the software. You must make all final
assignments by bringing a suggested pair into the final assignment area or by typing in an allele pair.

There are five tabs here:

e The Pairs tab displays the possible allele pairs results that match the reaction pattern for the
sample.

¢ The Force tab displays a list of alternate possible allele pair results for each bead if an
additional false reaction is allowed.

e With the Type/Subtype tab, when an allele from one list is selected, the matching allele(s) are
highlighted on another list to show the possible match-ups.

e The Match tab displays the coded format of the actual allele pairings for the sample.

e The Sero (serology) tab displays all suggested serology equivalent data for the sample, based on
the possible allele pairs.

The right side shows possible allele code assignments for the sample, as well as close bead reactions.
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The Pairs Tab

The Pairs Tab displays the possible allele pairs results that match the reaction pattern for the sample.

The pairs are suggested by HLA Fusion.

e The list identifies the pairs and groups them by either full-match pairs, (no false reactions) or

Pairs | Force I Type/SubType I Match I Sero I

Close Bead Rxn

R*01:01:0
A*01:01:0
R*01:01:0
BR*01:01:0

R*01:01:01:02N 2*11:01:01
A*01:01:01:02N A*%11:01:02
A*01:01:01:02N A*11:01:03
BR*01:01:01:02N A*%11:01:04
A*01:01:01:02N A*%11:01:05
R*01:01:01:02N A*11:01:06
BR*01:01:01:02N A#%11:01:07

1:02N A*11:01:09
1:02N A*11:01:10
1:02N A*11:01:11
1:02N A*11:01:12

|

Possible Allele Code

A*01:01:01
A+01:01:-01

Assigned Allele Pairs
01:01 A*11:01:04

01 R*11:01:1Z
01 R*1l:64

B*01:¥X1 R*11:X¥2
A*03:18 BA*11:AFTF
A*11:MEPJ RA*36:04

Assigned Sero - Assigned Code

21 211

A+01:01:01

01 R+1l:64 | W

Other Assignment |

Lv |

Quadrant 4 - Test Results

Pairs Displays allele pairs. Pairs | Force | Type/SubType | Matchl T | Close Bead Rxn ol
Allows one force 2%03:01:01:01 A*30:31 ﬁl I
Force . ; A*03:01:01:01 A*30:35
positive or negative. A*03:01:01:01 A*30:36 Possible Allele Code
Displays two sets of 2%03:01:01:01 A*30:37 ¥X1:=:03:01/03:011/03:03N/03: 0~]
alleles. When one of A*03:01:01:01 R*30:38 xx2:=:30:01r30:15/30:15/30:1ifl;l
Type/Sub| the first is selected, 2%03:01:01:01 A*30:40 =1l 3
Type | matches from the
St_acor_\d are Assigned Allele Pairs Assigned Sero Assigned Code [v]x]
highlighted. 2403:01:01:01 A%30:15 23 230 A03:KX1 A%30:XXZ
Groups and A403:01:01:01 A*30:24
Match cc_:ndenses pairs
with the same v
reaction pattern. Other Assi | ~
Displays all I n —
p—
Sero | Suggested serology T PDJE 1:" __IH Annbyzc
B alient Assign
equivalent data for Rpt | Close | [ Assign>> | saves> [ confirm=> |
the sample.

the number of false reactions.

e Results with false reactions are listed with the false reacting bead/well identified.

¢ The results display one allele pair per row.

¢ Possible homozygous NMDP-coded results are noted in the

System Comment field.

A*Z916 A*6501
A*Z915 A*E501
A*Z917 A*E501

\1*291? A*6901

Assigned Allele Pairs

v

X
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Allele pairs are grouped by demographic frequency groups:

e Gau (it is frequent on both alleles)
e G2 (itis frequent on one of two alleles)

e G3 (it is not frequent on either allele)

Each allele pair group is identified by "(G#)" at the end of each allele pair to indicate demographic
frequency.

If the closest matching results include a false reaction, the false reaction bead is also listed.

No Solution is listed if there are no results that match the sample’s reactions within an allowable
number of false reactions. When this occurs, increase the number of false reactions and reanalyze.

Assign an Allele Pair from the Suggested List

Double-click on an allele pair under the Pairs tab to assign it to the final allele
pairs assignment area.

Alternatively, you can click to highlight an allele pair on the list under the Pairs tab and click the
down arrow V (assign) button next to the Assigned Allele Pairs title to add it to the final
assignment area. Multiple allele pairs can be assigned.

To remove an assignment, click and highlight the assignment on the Assigned Allele Pairs list and
click the X (remove) button.

Assigning and Removing Allele Pairs

Pairs | Force I Type/SubType I Match | Sera I Close
A*01:01:01:01 A*11:01:01 i’
A*01:01:01:01 A*11:01:02
B*01:01:01:01 A*11:01:03 Possil
Double-click B*01:01:01:01 A*11:01:04 B*01:
: R*03
on a pair to
P A*11: Select and
move them e
to the final B*01:01:01:01 A*11:01:07 BREPJ: click the X
. B*01:01:01:01 A*11:01:09 AFTF: button to
assignment

A*01:01:01:01 2*11:01:10

area ¥l:= remove an
: A*01:01:01:01 A*11:01:11 lﬁy( assigned
A*01:01:01:01 A*11:01:12 /"Ja pair.

Assigned Allele Pairg ssigned Sero | | x
BE*01:01:01:0

...or click the
Assign
Button here. \1“
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Manually Assign an Allele Pair

Manual assignments must be entered in the Manual Entry Field, in standard allele nomenclature
format. Separate alleles with a space.

Assigned Allele Pairs | | x
1. Enter an assignment into the text field below the Ma:uh;

Assigned Allele Pairs area. Assignment
area

2. Press the Enter == key to display the typed

" A R*01:01:01:01 A*ll:ﬂl:lﬂ
allele on the Assigned Allele Pairs list above.

You can also make an assignment into the Manual Entry field by selecting a suggested allele pair and
clicking the Assign button (V) to move the pair into the Manual Entry field, followed by pressing the

Enter == key.

Note: If you highlight more than one allele pair from the Pairs List, only the first one highlighted
is assigned to the manual entry field.

Force Tab

The Force tab displays a list of alternate possible allele pair results for each bead if an additional false
reaction is allowed. In other words, when there is a full match result, the system evaluates the sample
with a single false reaction.

e This list is applicable for only one (1) forced false reaction.

e All results are grouped by order of the beads and reactions—the default is to list beads in
ascending order, with false negative reactions listed first.

e Use this tool for homozygous, or rare allele assignments.

e TFalse reactions are shown in light blue bars in the histogram in Quadrant 3 to make it easy to
locate and look at bead data.
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Click to sort by
False Positive or
False Negative

Clickaplussign (+)to  "Pais  Force | Type/SubType | Match | Sero |
display the suggested L
FPIFN 7
associated with the bead
and reaction type. [+

allele pair assignments
)-J FRIFM : FMN# 024 (81 items)
Alleled | Allele2 | Locus |

Click a minus

and save data to the ot R

clipboard which can be -
- + -C Dat Expand Al
pasted into an Excel R =

spreadsheet.

sign (-) to AD1:01:07 A11:14 A
shrink it back. A*01:31N A*11:14 A
A*01:60 A*11:14 A Click here to
A*01:64 A¥11:14 A open all iiﬂlefle
A%01:01:02 A1 A pair results tor
lick thi n )
Click this button to copy A01-43 Am1-14 A all the beads

Results are grouped by bead and reaction type, False Negative, (FN) or False Positive, (FP).

You can change the order by clicking Allele 1, Allele 2 or the FP/FN button until the results are
displayed in the order you prefer.

e (Click any Plus Sign (+) to display the suggested allele pair assignments associated with the
bead and reaction type.

Click the Expand All button to open all allele pair results for all the beads simultaneously.
Click the Collapse All button to close all results for all beads simultaneously.

¢ (lick Copy Data to send a copy of this data to the system clipboard so it can be pasted into
an Excel spreadsheet.

"Pairs | Force  Type/SubType | Match | Seo |
Allele 1 A= Allele 2 £ o
AD1:5EN AR11:01
AD1:57M A*1:02
AD158 AT11:03 Type/Subtype Tab
ATD1:ES A*1:05
ATD1:8D A*1:.07
ATD1:E A=11.08 . . .
AD162 ATI1Z Alleler  When an allele from the left side of the list is selected,
e e matches  the matching allele(s) are highlighted on the right side
A°D1:65 AT forthe 14 show the possible match-ups in the results.
m AM121N selected
A3s =22 allele 2
I I'N 128 _H A*11:29 result.
d J» A*11-90 T
Type/Subtype Tab
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Note: The side-by-side placement of the two lists is not intended to imply any allele pairing.

Match Tab

The Match Tab displays the coded format of the actual allele pairings for the sample. A Matched
Reaction Pair is a pair of alleles, (or group of alleles) with a reaction pattern that completely matches the
reaction pattern of the current sample.

Pairs I Force ITypeISubType Match |Sero |
Allele 1 Allele 2 =
e hral:as  This result differs from the Possible Allele Code results. The
A*11:31 2*01:XK2 Possible Allele Code condenses the results into a single code
L*11:¥¥1 L*01:¥¥2 1
AF11.FoEN Sr01.o3 where possible.
A*11:FGEW A*01:E¥1
Re1l o e I} * Hovering your cursor over a coded allele format displays its
2+11:08 Wi [FGKW:=101/05/13/16 XX 1:=146/63 code definition.
2*11:09 [2*01:3x1
2*11:09 (201 =30 i
Match Tab
Sero Tab

The Sero, (serology) tab displays all suggested serology equivalent data for the sample, based on the
possible allele pairs.

Note: Make sure you have imported the current serology equivalent file through the Utilities
menu. If you have selected the Computer Assigned Serology check box for LABType product
configuration, adjusting the sample cutoff values automatically results in serology
assignments.

Only one serology assignment can be made at a time per locus for the sample. Therefore, a current
serology assignment is replaced if you assign a different one.
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Serology
Equivalent

Allele pairs
associated
with the Sero
Equivalent

Pairs IForce IType,-’SubT)'pe Match Sero

BE- n11
BL- LD
A- L-
- L"Blank"

|
I

BR*01:
A*01:
B*01:
B*01:
BA*01:
B*0l:
A*01:

A*11:
A*11:
A*11:
A*11:
A*11:
A*1l:
A*11:

LI | Lk

Lo

Assigned Allele Pairs v | x | Assigned 3ero |y | x

.

A*01:01:05 RA*ll:
A*01:01:05 RA*ll:
A*01:01:05 A*11:

21N
23
1&

LZ R11

Lv]l

Other Assignment I

Suggested Serology Equivalent Tab

Assign
Button

Serological
Assignment

1. In Quadrant 4, click on the Sero Tab to display the Serology Equivalents for the current sample
in the top pane of the tab, above its associated allele pairs.

2. Double-click an equivalent, or highlight it and click the V (assign) button to copy it to the
Assigned Sero field.
3. Click the X (remove) button to delete a serological assignment, or to select and assign a different
equivalency to replace it.
4. For Class IT manual serology assignments there is a pop-up message that allows the user to
specifiy if the assignment is for DQA1 / DQB1, DPA1/DPB1 or DRb1/DPB345.
Note: To set auto-assigned serology results, select Computer Assigned Serology on the LABType

product configuration page. Users will be prompted to designate alpha and beta for DQ
and DP loci while making manual assignments.

DQB1 checkbox appears
due to No Solution

I

S naas
St Abetepue [ [ ] Assonasars [v]x] ansionea cose
o

O wre et
00 Pt A

et Asmigi

]

A T e |

Exclude Exon 3 Probes for a Locus

If you are analyzing samples from a DPA/DPB or DQA/DQB kit
containing Exon 3 probes, some of the samples may result in false
reactions, or no solution. This is due to the limited sequence
information available for Exon 3 probes. For such samples you can
choose to analyze without the Exon 3 probes.
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As the example shows, if there is a false reaction or no solution for samples with these loci, a checkbox is
displayed to allow you to exclude the Exon 3. The checkbox only appears with false reactions.

If you exclude Exon 3 probes for a locus, it has the following results:
¢ A comment is included in the System Comment field (Exclude <locus> Exon 3 probes).
e All Exon 3 probes are displayed as Gray bars on the Reaction Profile, (Quadrant 3).
e The <loci> check box is displayed with a check mark.

Note: If the false or no solution is corrected by making cutoff adjustments without having to
exclude the Exon 3 probes, the check box disappears. All Exon 3 manual exclusions and/or
global adjustments will be kept as-is, whether the Exon 3 probes are included or excluded.

Allele Code Assignment

Allele code assignment is performed on the far right panel of Quadrant 4.

e The Possible Allele Code field displays possible coded results for all pairs that fully match the
sample.

e The type of code used is dependent on your selection when you configured Fusion for LABType
analysis, or for this sample — P & G Group, NMDP code, (default) local code, (user-defined) or
no code.

¢ The possible coded result is listed at the top section of the field.
® The code definition is listed below it.

e If there are no codes for suggested alleles, then the suggestion is listed with XX, meaning the
code is undefined.

e For multiple XX suggestions, each suggestion is distinguished from the others by numbering
such as XX1, XX2, and so forth.

Possible Allele Code

L*02:127 R*11:XX1
E¥1:=:11:01/11:02/11:03/11:07/11:12/12:21N/11:22/11:29/11:30/1!
Undefined
Allele Code
[4] | i

Undefined Allele Code

e The allele codes displayed in the Possible Allele Code field are condensed by the system
based on suggestions from the list of possible allele pairs displayed under the Pairs tab. Note:
If allele code (possible and assigned) lengths are greater than 4680 then they may appear as a
blank line. We suggest that you use “+RP+” to see the complete results. This also applies to
MicroSSP.
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e The allele code is based on the current NMDP code or local code installed in the system. By

default, the system assigns NMDP codes to the alleles. You can optionally change these codes
to either No Code, Local Code or Cross Code.

¢ No Solution is listed if there are no results that match the
sample’s reactions within an allowable number of false

Pairs | Farce | Type/SubType | Match I Sero I

Ho Solution

reactions. If the sample shows no solution, increase the

number of false reactions in the upper right quadrant for a

suggested result.

Allele Code Assignment

Possible Allele Code

R*01:HX1 R*11:X¥2 -
A*03:18 A*11:AFTF
A*11:AEPJ A*36:04
REPJ:=:38/39
AFTF:=:17/40
EX1:=2:01:01/01:01NK01:048/01209/01:11N/01:151
EX2:=:11:01/11202/18:203/11:05/11:07/11:09/11

E Assigned Code

A*11:REPJ R*36:04

Manual Allele Code Assighnment

Double-click the possible allele code, or select the
suggested code and click the V (assign) button.

Click the X (remove) button to remove an allele code
assignment.

1. Type an assignment into the text field just below Assigned Allele Code. Make sure you type the
assignment in correct allele code format:

e The new nomenclature format: X*##:##(##HHE) X ####(##HHE), where X=locus type and #=

code number).

¢ The previous nomenclature format: X*#### X ####H, where X=locus type and #= code

number).

Otherwise, Fusion will not accept it and prompts you to make corrections.

Note: If you click on the Translate button to display alleles in the new nomenclature format, you
cannot enter a manual allele code unless you reanalyze the sample and the alleles are
again displaying in the previous nhomenclature format.
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Press the Enter <= key to move the allele code you typed in to the Assigned Allele Code field.

Note: If you have a homozygous result, the assigned code can be edited in the Manual Allele
Code field to show the homozygous coded results once.

Unknown Allele Codes

Unknown allele codes are marked with XX followed by a sequential number. The numbers are reset to 1
for each sample and locus. When you see unknown codes, you should first make certain you have
imported the latest NMDP file. If you have the latest code file and are still seeing XX codes, you can
store these unknowns for later submission to the NMDP in a “.txt” file named
nmdp_code_report.txt,(by default stored in C: \OLI Fusion\data\NMDPExport)but the location can
be changed by modifying the path in Utilities>URLSs & Paths). Code information is appended to this

text file as it is added; the newest additions are at the bottom.
Ll More Te:

[ patient

1. From the Possible Allele Code field, click the XX code to 5
display the NMDP Code Report buttons, (to the right of the Date | 12/airect requestOF |
System Comment field).

NMDP Code Report Buttons:
Click the Assign button (V)and choose one of the following;:

e To send the unknown code information directly to NMDP, click the + RPTL+Ft [button. If
you’re connected to the Internet, Fusion will open the Bioinformatics.NMDP.Org webpage.

{f DNA Type Lookup Tool - Windows Internet Explorer - EI|£|
== Iﬁ, http:,l’,l’www.marruw-dunur.Urgfcgi-binp’DNAfdnatyp‘ul?numvars\0n=\ﬁj 4| X% ILive Search L~
)

File Edt Miew Favorites Tools  Help %Cnnvert - @Eelect

- @ - l-_-}Page - '.;Q)TUUIS -

fi - 8

i:..\? & @DNA Type Lookup Tool

HOME | CONTACT US| SITE M,

BIOINFORMATICS.NMDP.ORG

HLA RESOURCES | SEARCH STRATEGES | PUBLICATIONS | EDUCATION | POLICES

Home » HLA Resources » Allele Codes = DNA Type Lookup Tool

HILA Resources
HLA Resources DNA Type Lookup Tool
HaploStats
Update to MMDP allele
code nomenclature Allele Code Update to Version 3 WHO Nomenclature
Haplotype
Frequencies Instructions {PDF)
Biannual Rare Allele
Lists Locus:
Allele Codes & A B [l
A EERERLE € DR81 € DRBI € DREB4 € DRBS -
: - - - - - | _>lJ
T ® [ [@nternet [# 0% -
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e To add the unknown code information to a text file, (by —
. . Direct request MMDP
default stored in C: \OLI Fusion\data\NMDPExport) .
. . . . Save in text fil Asssgn
right-click on the +Rpt button and select Save in text [+R || sare = | j s |
file. wte | 128/ Save in Excel File
x|
NMDP code saved in c:\OLI . .
Fusion|datalexport NMDPExportinmdp code report. bt e After the unknown code has been saved, Fusion displays a
confirmation message that the text file has been saved.

e To add unknown code information to an Excel file, (by default stored in c: \oLI
Fusion\data\export\NMDPExport), right-click on the + Rpt button and select Save in
Excel File.

NMDF Code Report x|

gl’j‘sli::nc\ggﬁai;sgrr\hiliﬂ\g;éxport\nmdpfcodafraportﬁl32777A7971D3915‘csv AfteI’ the Spreadsheet ﬁle haS been SaVed, FuSiOH diSplays a
confirmation message.

When you’re done, click the Close button, (on the right of the + Rpt button) to remove the buttons from
the display.

Note: The +Rpt button retains the last selection you made, (direct, text or Excel) so it can be
used as a shortcut. Unless you want to change your selection, the next time you report XX
code simply click +Rpt.

Other Assignment

The Other Assignment field may be used to make a sample assignment that is not restricted to any
format. In addition, you can highlight and add serology or allele pair or code assignments and add them
to the field for modification.

You can make other code assignments in one of two
ways:

(oo

e Tesi o I Reat Assign Possible Allele Code

e Type an allele pair or allele code into the Other . .., Assign Al
Assignment field.

[assign Final Allele Pairs , Final Sero and Final Allele Code

e Click the V (assign) button and select one of
two options:
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1. To assign just the possible allele code, select Assign Possible Allele Code to bring the
highlighted Possible Allele Code into the Other Assignment field.

2. Select Assign All to bring the Possible Allele Code, Assigned Serology or Assigned Allele
Pairs assignment(s) into the Other Assignment field.

You can also choose to modify any of the copied code, if desired.
Entered alleles are assigned and included in reports that are run which include this sample, but allele

assignments made this way are not listed in the final assignment field for this sample.

Reanalyze

If you have imported a new NMDP code, local code or serology equivalent file into the system, or you
change the number of false reactions allowed for a no-solution sample, you can click the Reanalyze
button to analyze the data using the new reference file(s) or to reflect false reaction changes.

Reanalyze Button

Lv |

,-II Reanalyzeﬂ Analyze Combne I

dr—r— |

Note: This reanalysis replaces only the NMDP, local or serological codes, or analyzes with
different false reactions settings. All other setting changes generally result in an
automatic reanalysis of the sample immediately following the setting change.

Analyze Combined LABType Sessions

HLA Fusion supports a combined analysis feature for both LABType and Micro SSP analysis sessions.
In a combined analysis, the reactions from two tests of the same sample are combined together in a

single analysis that may generate a higher resolution result. The previous test must have the same
sample ID.

Note: To combine a generic or HD LABType sample with Exon 4-7, the combination must be done
from the Exon 4-7.
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From the Analysis Window, click on the Analyze Combined button. The next pop-up
window displays a list of previous sessions that have used the current sample and share the same sample

ID.

Caverd SamglD:  <urnamads (2405
Padiend 102 =

1. Select the desired previous session(s) by selecting the associated Combine check box.

2. Click the Analyze button at the bottom of the pop-up window.

The reaction pattern table includes bead information for all the sample tests. This table’s Bead
ID listings provide indication that the selected sessions have been combined and reanalyzed.

If you combine one sample in the previous nomenclature format with a sample in the newer
nomenclature format, the possible and assigned allele pairs and code are displayed in the new
format. If the sample with the previous nomenclature format contains an allele that is not
included in the new nomenclature, that older allele is dropped.

To rerun the combined analysis, click the Reanalyze Combine button.

If the nomenclature dates between the current one and the one(s) being combined with it,
conflict, then the session(s) you selected is highlighted red.

If you click the Analyze button and there is a conflict on nomenclature dates, a warning
message is displayed that gives you the option of continuing or canceling the combined
analysis. The nomenclature of the sample test you selected to combine with the current one
will be used if you continue.

Adding User Comments to Samples

Comments you or the system add to the Comments Field are displayed with the results in the
current analysis session, data look up and reporting functions in HLA Fusion. They are separated into
user and system comments. You can only add or edit the comments in the user comment field.

1. Inthe analysis window, enter your comments into the User Comment field below the Assignments
area, (maximum of 255 characters).
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-
b800

Double-click
anywhere
in this area...

User Comment:

Sample Comments

=10

To open the larger
comments area

<

System Comment

Comment Field

Comments are saved only after you click the Save or Confirm buttons.

Flagging a Sample for Further Testing

M moreTest [ [ Re You can indicate the need for further testing of a sample by selecting

[ Patient &z=ign

Ass-1 results, data look-up and reports for the sample.

Assigning Serology and Allele Code Results to a Patient

the More Test check box. The More Test indication is displayed in

Note: This feature is available only to Lab Supervisors and for saved samples.

This check box is grayed-out until the sample has been saved or assigned and can only be selected by
those with Lab Supervisor privileges. If selected, serology and allele code results are then added to the

patient’s record.

¢ In the analysis window, check the
Patient Assign check box,
located below the Assignments
area.

¢ (Click Confirm>> to preserve the
setting.

::EEFV DRB1*11:EMS55,DR4 DR11

[] More Test

=

[v]

Reanalyze

Analyze Combined |

Patient Assign

]

Assign=>

Saves> Confirm == |
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e If you previously assigned results to the patient, a message displays asking whether or not you
want to overwrite the previous assignment.

The Print Screen button prints the currently displayed analysis window.

¢ From the analysis window, click the Print Screen button 22| on the Fusion Toolbar to print the
current analysis screen.

Preview or Print Reports

To view a LABType report for the current sample, use the Preview Report and/or Print Report buttons on
the toolbar.

In the Analysis Window, click the Preview Report button &=l or the Print Report button =] to
display a list of reports you can preview or print for the current sample.

» Data Reports Data Sample PabentInfo Profie
ﬁ%* Al A £ E

ac Patient Summary

Patient Typing for Batch
" Patient Custom

. . 5 . Malecular Custom
Or, hover your mouse pointer over the Print button to Custom Typing Results by Sample

see a list of available reports. ; Allele Code

Allele Summary
B Molecular Typing Summary
5 Panel Summary

M QC Overview

]DI

Note: If you select Molecular Custom, you will not be able to create a new custom report at
this point. The only custom reports available from the analysis window are ones you
may have previously created through the Reports window.
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Assign Coded Results

Use the Assign button to assign and save all unambiguous possible coded results, (those results for
which there is only one coded result). For the assignment of Serological or Allele pairs, or when you want
to choose in the case of ambiguous results, you must manually move them to Assigned and click the Save

button.

Translate (noncurrent nomenclature format only)

The Translate button [Easate] s displayed only if the sample allele format is in the older
nomenclature. Clicking the Translate button does the following:

e Translates and displays all Assigned, (except from the Other Assignment field) and possible
allele code/pairs/haplo in the latest nomenclature format.

e If a matching allele in the new format cannot be found, the allele remains displayed in the old
format.

® You can view and print this display, but results cannot be saved or reported in this new
nomenclature format.

e To go back to the older allele format, you can navigate to another sample and then return to
this sample.

Save Assignments

Note: Make sure you’ve made the assighments before you save.

Lab technicians and supervisors can save analysis results for further review and approval. Saved samples
are available for confirmation by a Lab Supervisor only.

e From the analysis window, click the Save button located in the bottom right corner of
the analysis window to save analysis results for all the specificities currently listed in the Final
Assignments results box.

e The Save>> button does not assign results; it simply saves the sample results and comments.
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Note: If comments are added, the sample must be saved in order to also save the comments.

e After saving, Fusion automatically moves to the next sample.

e For confirmation, a Supervisor needs to access the sample for which you have saved the
assignments. You can return to the sample any time prior to confirmation.

e If you need to make changes, click the Reanalyze button and then the Save button
again.

Confirm Assignments

Lab Supervisors can confirm analysis results. When they do, samples are marked as Approved. The
Confirm button is colored Purple when you view a confirmed sample.

¢ From the analysis window, click the Confirm button located at the bottom right
corner of the window, to confirm all analysis results that have been saved in the Final
Assignments results box.

® You automatically move to the next sample to continue confirming results.

e  When you first return to a confirmed sample, you will see that the Confirm ISR 1ytton is now
shaded Purple to let you know it has been confirmed previously.
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Navigator Right-Click Menu Options for LABType

Session-Level Options

There are three menu options that are displayed if you right-click on an active session in the Navigator,
(select the session first with a left-click):

Session-Level Navigator Menu Options

Navigator

Em " ' Product

~ Catalog

= LABType
-9 0406110

Create Lab QC

1078 DIAR Y

Review Al | Session Review n 3
Single Pair Reanalyze using New Setﬁngsfcy\agmlog
Multiple Pairs
Mot Analyzed
Miss
False Reaction

-

Create Lab QC
Allows you to save the catalog file and the QC parameters from the selected session as a Lab QC panel.

e Thelocal QC is set up similarly to a catalog file where the user can, upon launching a new
analysis, select the local QC from the catalog list. The local QC information is then used in the
analysis session instead of the One Lambda QC.

e  When selected, a dialog box displays and prompts you to name the new lab QC (default name =
[current catalog ID]_LAB).

;IQIAII

HLA Fusion® — =

Base Catalog ID : [RSS02E1 015 06 |

-
|| The lab QC was created successfully,
p

Lab Catalog ID : [RSS02B1_015_06_LAB |

[oc 1

| Create | | Cancel |

"VJONE LAMBDA ® ® ® I

Create new QC Session Dialog Box
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After accepting or entering the name, click the Create button.

e The system then saves the current session as a local QC using the selected name appended with a
date and time stamp (format: yyyymmddhhmmss).

¢ For new sessions, this local QC is available for selection from the catalog file drop-down list when
you import LABType sessions.

e This QC is also listed in the View QC drop-down via the LABType sample configuration menu
when you open a new analysis session.

GC Rxn | Rec Site | Local QC | Patientisampe Resulis | | set contig

One Lambda GC 1D 2 035 , Probe 1D # DLR4105 Moy SSomle

70

B0

&0

Local QC after being selected from View Lab QC
Session Review

Il:}--l_gﬁ.uw

This right-click option provides various sub-menus, (filter criteria) Create L
that allow you to review the samples in a session according to the type _ _
of results obtained: R | session
Single Pair Reanaly
e Review All (default) - all samples are listed and available for Multiple Pairs E
analy51s. Mot Analyzed
. . . . Mi
¢ Single Pair - only samples with unambiguous results are 'Ts _
listed, (samples displayed with red square markers in the - False Reaction m

Results Summary graph on the session Summary tab).

e  Multiple Pairs - only samples with ambiguous results are listed, (samples displayed with
orange square markers in the Results Summary graph on the session Summary tab).

¢ Not Analyzed — when selected, the Navigator will display only those samples or sessions
which have been imported, but not yet analyzed. These sessions will appear in Blue.
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Miss - only samples with no solution are listed, (samples displayed with gray square markers in the
Results Summary graph on the Session Summary tab).

¢ False Reaction - only samples with false reactions are listed, (samples displayed with pink
square markers in the Results Summary graph on the Session Summary tab).

The samples in the session on which you right-clicked are filtered based on the sub-menu option you
select. The filtering criteria is then loaded into the batch navigation list. Fusion then takes you to the
analysis window where the samples are displayed in order of the batch navigation list.

Reanalyze with New Nomenclature

Allows the session to be reanalyzed using a new or updated catalog file.

pIIE

HLA Fusion~

Old Session ID: [RS50281 002 |

New Session ID: [RSS0261_008_1) |

New Catalog ID: [RSSO2B1_015_06 4|

| Analysis | [ Cancel

'VJONE LAMEDA ® ® ®

1. Modify or rename the Old Session ID by giving it a New Session ID.

2. Click the drop-down arrow in the New Catalog ID field and select a new catalog file from the
list.

3. Click the Analysis button. The session on which you right-clicked is now reanalyzed using the
catalog file you selected.

RN —

Sample-Level Options Grop. @ Product O TestDate

i " Catalog (~ Session Date

10]EBIAR

3

There are two menu options that are displayed if you right-click on E‘"Lg;‘gpgs

an active sample in the Navigator, (select the sample first with a
left-click) Related Records and Side-By-Side Analysis.

Related Records
Side By Side Analysis
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Related Records

A Related Record is a record that is associated with the current sample by Patient ID, or Sample ID.

<Summany & LH*J d BBl
Well ¢ Sample Patient Sussioh CateiogD | Localin |4
5(el) 5 Singles LSTAGANGT-AG_002.
Singles LSTACANCT-AG_002..

0406workshop_A_Lot

RSSO1A_007_05

5 0406workshop_B_lot.. RESOTE_009_06
5(2) 5 0406workshop_B_lot..  RSSOTE_009_06
5(E2) 5 0406workshop_B_let.. RSSO'E_00S_06
5(E1) 5 0406workshop_C_lot.. RSS07C_{06_05
5(E2) 5 04D6workshop_dpb1_|.. RSSO2PBT_002 05 |

Sample Drop-Down List for Related Records

Note: This option is also available when you use the Related Records toolbar button [

Select this menu option to load all records related to the current sample into the Sample drop-down list.
e Use the sample navigation arrows to display the analysis of each related record one by one.
e To go back to viewing the samples in the current session, click the <<Summary link at the top of
the window.
Side By Side Analysis

Use this option to compare the current sample analysis with one previously conducted.

), Select Side By Side Analysis Sample =101

HLA Fusion~ OO0 Note: This option is also
Sample | Patiert ID Session Catalog ID . .

» RSSOTA_D05 | RSSOTA_D11_06 available by using the
Cc5011 RSS01A_006 RSSO1A_D11_06 s : :
Cc5011 RSS01B_006 RSS01B_013_07 Slde By Slde AnalySls
5011 RSS0281_008_1 | RSS0261 015,06 il Current Sample toolbar button.
csot1 RSS02B1.008 |RSS0281_015_06

(' ONE LAMEDA ® ® ®
e

Side-by-Side Analysis menu option

The current, on-screen sample analysis has a light Brown background.
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Select a previous sample analysis from the displayed list to compare to the current one.

1. Click the OK button and the two analysis windows are then displayed in a comparison

window.

o¢  |Rxn | Recsite | Local ac | Patient/Sample Resuits |

One Lambda QC 1D # 016, Probe ID # OLR4101

Bead |Raw | Beadinfo |

Bead fot6 || 1k [ < | > [ 5 | excluge[t = Reset

o1eBiae

Current
Analysis

aCc | Rxn | Rec Site | Localac | patientisample Resuits |

[

10
\ A Side By Side Compare

Bead |Raw | Beadinfo |

Bead |001 j| I« | < | > | >| ||_ ExcludeE Reset

60
50

=10l

[[RES

-

r One Lambda QC D # 001 , Probe 1D # OLR4103

Previous
Analysis

Example of Side-by-Side Analysis Windows

Each window can be resized and moved by dragging and dropping.

1. Click the Side-By-Side Analysis [ toolbar button to cancel the comparison display.
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Micro SSP Analysis

The Micro SSP™ HLA typing trays use the sequence-specific primer technology. These trays are
available in 96-well format and a few other formats such as E-Gel 96 (V), E-Gel 96 (H), and
Centipede. Analysis results are based on catalog specifications, NMDP code, and serology equivalent
references that you can import through the Fusion software.

The software suggests the allele pair assignments, but the final assignment has to be made by the
user. The results can be saved in the database for further review by lab technicians and for final
approval by the lab supervisors.

There are a few things that should be completed or verified before you start an analysis session:

e Make sure you have the latest catalog files, as well as NMDP code, local code, (if used) or
serology equivalent reference files before you analyze. You can download or update catalogs
from the Micro SSP Home Page.

¢ View and modify global product configuration settings before starting analysis. Global settings
are displayed and be can be modified on the Micro SSP Home. Global settings apply across all
newly- imported sessions.

e The default setting of HLA Fusion is to automatically move to the next sample after a sample has
been saved or confirmed. If you prefer to remain on a sample, make the change in the General
Configurations section of the Fusion Explorer Home page.

Note: Some of the above tasks require you to have supervisor user privileges. You may have to
verify with your supervisor that these tasks have been completed.
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Start Micro SSP Analysis

1. Click the Micro SSP

icon on the Fusion toolar, or select Analyze Data > Micro SSP.

The Micro SSP Home page is displayed.

Click to open the Catalog Management screen.

o b ¥ L & 2 O
- -
HLA Fusion® | Microssp
Locus Type  Cataloge Last Updated #of Sessions # of Tests Recent S Cnde ST ——— L
A 12 5/13/2015 0 0 '\L’:cu: \ P é @l—
AE 3 5/13/2015 0 0 P Group \ T o e
ABC 4 5/13/2015 1] 1] 3 (Eoup
B 12 5/13/2015 1] 1] Configuration
= 2 5/11/2015 0 0 Active Code: NMDFP
IRR1 3 RAL/NE n n e
Ciwes Cude DF. Nu
Alelz Fregquency Filer. (o)
Mumber of Malse Neactior: 1
Stuw Well IC.  False
Cunpule Assicied Serolugy. No
Product Documents
Cataion Dot een E):gdc:gtim '(;5;1.11 .(.I'kll?:] UL L= LERTEE r
S5P101 002 10 wily 2013 31341 Micu 537 Alde Sp... | 33P1-01 002 W35 S3P101 002 W33 ~~
S5PT-EE DUE 13 wanuary 2014 EALY] Mico 55F™ Alde Sp... | 55F1-2 D2 WS S5PT-4E DUE Ws3
S5P1-26 014 18 iy 2013 3131 Micto S5P™ Alele Sp... | S3P1-26 1A WIS S5P1-26 014 WS3
SSP1-5 DI 18 July ANA ERER Mirn S3P™ Alde Sp | 55P1-5 007 WS SSP15 DNZ WS3
SSP1A 005 10 wuly 2013 31341 Mico S5P™ FLACla.. |S5P14 D05 WS SSP1A 305 WS3
SSP1A D06 05 vanuary 2014 2153 Mico S5P™ FLACla.. | S5P1M D06 WS SSP1A 306 WS3 ~
S3P1AZ 005 13 wanuary 2013 inag Micu 537 Allde Sp... | 33P142 005 W3 S3P1AZ 005 W53 P
SSP1AB 003 15 wuly 2013 3134 Mico S5P7 FLACla.. | S5P14B 003 WS S3P1AB 003 WS3
SSHTAH U4 DY wanuary 2014 EALY] Mico 55" FLAUa.. | 55F188 004 W5 SSFTAH UU4 WS3
SSP1AB 005 OO0 <anuary 2014 3150 Mico S3P™ FLACla.. |S3P1AR 006 WS SSP1AB 005 WS3
SSP1ML D01 14 January 2014 3150 Mico SSP™ bl Alel... | SSP1-ML D01 WS SSP1ML 001 WS3
SSP1L 008 14 wuly 2013 31341 Mico S5P™ Genedc ... | S5P1_ 008 WE SSP1L 008 WS3 J
SSML 003 10 wanuary 2014 1153 Mico 551" Cenedc ... | 5501 005 WE SSML 009 W53 -
LS3P1-IE DO) 14 anuary J01F 170 IMico 53P7 Alele Sn -

&)
button on the home page panel, or the Micro SSP

Click to open
the Update
Reference Files
screen.

Click to open

the Available
Reference
Updates screen.
(catalogs display
nomenclature dates
and revision notes)

Click to edit
the MicroSSP
global settings.

Click any link

to display the
selected catalog,
worksheet or
probe/primer
worksheets.

Note:

(these documents do not contain a revision number in their filename).

Open worksheets and probe/primer sheets to verify the accuracy of revision numbers,

1. Begin by clicking the Batch Entry button at the top, left side of the

screen.

Place a check mark v next to Include Imported if you also want to

bring in batches which have previously been imported.

The Batch Entry window is displayed.

Micro SSP

Batch Entry

[T Include Imported

5
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Select locus to filter catalog list Sample Name field Patient ID Field
1 X\
Batch Name:  [Micro ASP_20111215142100 | Esting Batches: | \ =] @ Batch Date: [ 6/18/2012 x| ~ [lz715/2012 x|
- s . le | Sampl Fist | Last Patiert /
Locus / Catalog Session Test Date mze DZTep o Name | Name Ethnicity Dorlmr Gel Image
» ©)ABCD.. ~||SSPJPN_005 04 = | Micro SSP_20111215142100... | 121152012 = - =l =l
* I j i - j j
1 anl
| Pary

4

Import From File i | ! MNew Batch ] | Save | Next > | Close

Browse for Start a new batch Save the current angos:: .:‘reeen
Micro SSP batch information \
CSV files

The system assigns a Batch Name automatically. Optionally, you can change the name.

Note: A batch must be unique to the Fusion database for each product type. If it already
exists, the software prompts you to rename the batch. It is highly recommended that
you do not use any special characters in this field since they may serve a specific
purpose as field separators.

2. Use the browse button (...) at the bottom of the window to search for and import one or more
Micro SSP .csv files or follow the steps below.

3. Use the drop-down menu in the Locus Filter field to select a locus by which to filter the catalog
listing. This will limit the catalog list in the next field to only those catalogs that include the
selected locus.

4. Use the drop-down menu in the Catalog field to select a catalog file.

Note: If you need to import more catalogs, click the Download link on the Micro SSP Home
Page for instructions on how to add new catalog files to the database.

The catalog drop-down list may not be immediately updated if you downloaded the
catalogs during this import session. You may need to click the Home button and then
click the Micro SSP button again to return to the import process.

5. Accept the session name in the Session field, or modify it.

6. Enter a name in the Sample Name field. If this is an existing sample name, other fields such as
the Patient ID and Ethnicity, are populated with existing data. You can also double-click in the
Sample Name field to display the Select Sample window from which you can select a sample.
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7. Click the drop-down arrow in the Sample Date field and select a date. The analysis window for

this session is displayed.

8. Enter an ID in the Patient ID field. If this is an existing patient/donor ID, other fields such as
the First and Last Name and Ethnicity, are populated with existing data. You can also double-click
in the Patient ID field to display the Select Patient window from which you can search for and

select a patient ID.

If they are not already filled-in, you can enter a name for the patient or donor in the First Name

and Last Name fields.

9. Ifitis not already filled-in, click the drop-down arrow in the Ethnicity field to choose the

patient/donor ethnicity.

10. If not already filled-in, click the drop-down arrow in the Patient/Donor field to choose either

patient, donor, or both.

11. If you want to associate a gel image with the sample, double-click in the Gel Image field and
browse to the location of the image you want to add to the sample.

Note:

Fusion supports the BMP, JPG, BMP and TIF image formats. However, certain versions

of the TIF format may not be supported by the Windows version used on your computer.

Select Gel Image Browser

i

TEE]

Bustrg Batches | =] [jw Batch Date: | 6122012
W ) Open x|
|| FRT = - - i
|Q\ J=| Data Reference Files ~ Micro S5P > (&3 | search Micro s5p @}I
Organize v New folder =~ 0 @
i
- Favorites I~
H
i Libraries |
|5 Documents T
. MR B
@ Music ek B U
| Pictures Micro SSP - Gel =
— Image L S R A
B videos ST
O R |
S
w4 Homearoup oy
S e
. hcamputer dna 149 dr15.jpg
& ©)
=] =
File name: [dna 149 dri5 jpg =] [rors H
Open |v| Cancel |

e Repeat the above steps until you complete the batch information, or until you want to save and
complete the batch later. Each Micro SSP batch session can consist of as many samples as you
wish to analyze with the same or with different catalog information.
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Take one of the following actions once you are ready to stop creating the batch:
¢ Click the Next>[_t=> |button to open the Micro SSP analysis window.
¢ (Click the Save button to save the current batch information and return to it later.
¢ Click New Batch to start creation of a new batch.

¢ Click Close to exit the Batch Entry window.
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Configure Micro SSP Data Analysis

Global defaults for Micro SSP product configurations can be set from one of two places:

¢ The Micro SSP Home Page

e The Utilities menu on the main HLA Fusion home screen.

In addition, configurations can also be set from within the analysis window for the current Micro
SSP sample by clicking on the Config button to view a pop-up list of configuration options.

Micro §SP Sample-Level Configuration Menu

W HLA ~usion™ (=
Analyze Uzte  RHeports  Uata sample Pohiortinte Pretilz Uhlbics Help kxik '
=l ¢ = =2 | [ .
DBEIEAGEEA B bl s b W w 5720 ¢
=< Summary Sariale 7 |Z| ! | '
Sample Il 5ample | 4795015 B || chear | coet i P R B T pee— =
ErTa— =3 et o AuiElE=C
Slenidatl E-Zal 35(4) Rt 2
’— Mo Lode ’ g
— Local Coce
P Grunpiryg 2 o S o famiaid ’ 25 S0 o33 =
. E |1 1E |iC |1C |12 GZH cC |z 4 D [4aC 1
G Grouping 3 '
z e T
Cross CodelA B, L UKBL UHB24L LQ) a '
Cross Code[DF)
Bwd/Bwé in Szrolocy = '
3 Demcqgraphic/Rare fllele Groups b X |x '
Messble Allzle Coce Cordonze x =
o > £ x |x '
E*07:02:05 X H i E
FHITNZ06 b ® ® x '
E*O7:02:07 b4 L X |x ‘

Assign Code

By default, the system assigns NMDP codes to the alleles. However, the user can optionally change
these codes to one of the following options:

® No Code - The results, allele pairs assembled into a string with no formatted code, are
simply condensed without applying a coded format.

¢ P Grouping -Codes Allele strings in P grouping as published by IMGT.
* G Grouping - Codes Allele strings in G grouping as published by IMGT.

¢ Local Code - assigns user-defined code definitions, (code used by your Lab) for
suggested code results.
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¢ Cross Code - allows allele combinations that cross serological groups (e.g.,EAPW =
DRB1*04:01/33/35/38/72/76). By default, cross coding is turned off so that allele pairs are
condensed only within the same allele groups.

¢ Bwg4/Bwé6 in Serology

Bw4/Bwe6 in Serology

NMDP Code

Mo Code

I neal Cade Serology has identified many pairs of HLA-B alleles which appear
P Grouping to differ only at the Bw4/Bw6 region - the two mutually exclusive
G Grouping serological epitopes.

Cruss Cude(A B, C.DRELDRB345.000)

oo oo If you select this option, Bw4/Bwo6 is added to the serology

results.

Demographic/Tare Allele Groups F

Poczikle Allele Code Condence

Demographic Information

| Config N Shoana il
- @E NMDP Code
Mo Code . . .
ool Cod The Demographic Information option
ocal Code . .
b Grouping 2 « s s s s 1 allowsyouto organize alleles based on their
6 Grouping |1c |1 |iD [iC |13 |2H |2d frequency'
%) | ¥ Ed £
54 Cross Code(A, B,C.DREL, DRB345,0Q) i 2
A Cross Code(DP)
A -
B Bwd/Bwh in Serology X |x |%
4 B Dernographic/Rare Allele Groups b CWD_TDX 3150 “_
B Possible Allele Code Condense 1= L
[Siom D S -4
B*07:02:05 X H i H

Based on the demographic selection you make, HLA Fusion displays as many as three allele groups in
the allele pairs list:

e Group 1: Frequent on both alleles
e Group 2: Frequent on one or the other of the alleles only
e Group 3: Frequent on neither allele

If the Demographic Information option is not active, it means you need to import an allele frequency
input file.
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Using the Micro SSP Analysis window

The analysis window displays detailed analysis information for each sample in the session. You can
review the allele assignments suggested by the program, modify and accept the assignments.

HLA Fusion suggests possible typing results, but you must make the final assignment. Any adjustments
made in the analysis window are sample-specific and affect only the current sample.

From the Analysis Window you can do the following:
e Use the test gel pane to change reactions and sample row positions.
¢ Change the allowable number of false reactions.
e Force one false reaction.
e View and print sample analysis results.
¢ Add comments and mark for more testing.

You can return to a session summary from the analysis window any time by clicking
the<<Summary link from the HLA Fusion toolbar next to the Sample ID.

b ] B f<<Summary fB Smith

ear | | Find Alle
h R |

-
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MicroSSP Analysis screen

Input and The reaction
Analysisirables pattern table
/
Sample 05 [Gamis | I il[=n [ ra | "ol T = forcas .«...n-n

5 1 20 W N N X

Voo Gt || s o Saenate ]| eatvon Comtseoa || oanabece |

Peogn=> || Saves> |

Click here Groups and Place a check mark here
to view Condenses to indicate the need for
or add a Displays pairs with The Results additional tests.
gel image. Allele the same area A check mark here will
pairs reaction assign the analysis
pattern. results to the patient.

Test Gel Pane

The pane on the left side of the window displays each well
of the test in rows that are intended to duplicate the test
gel. Each well is shown with a reaction button.

When clicked or entered from the keyboard, you can
modify the reaction for the selected well between the
following settings:

e 8 = positive reaction

e 1 =negative reaction

® 0= no clear amplification, (wells with a 0 will
be excluded from analysis)

Sample Dz [5amok | | o~ L:IBar'
Stardard £3el 96 (|

View Gel || Auld Hew Samwk: | Andlvoe Combined ||LR|:mm.|.uu-_|
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Note: If you right-click in the black area of the test gel pane, you can select a different order

for the reactions when you click on a well: 0->1->8, or 8->1->0,etc.

e After you analyze a tray, you can no longer add any
more sample information to that tray.

e If the sample has not been analyzed, the right most
button on the bottom of this pane is labeled Analyze.
If analysis already exists for the sample, then the
button is labeled Re-Analyze.

e This button is only enabled when a Sample ID has

0->1-38

8->1-30
B-26-34-32-31-20
2-34->8

Louns

ID field is flagged with "!" as being empty, and no analysis is performed.

o If other than the first well (1H) reaction is set to zero (0O), a message displays, allowing you
to see system-suggested reaction information to help you decide if you want to analyze the
non-amp well with a positive or a negative score. If more than one well is set to zero, the
message does not display, but the suggested reaction information can still be viewed.

‘' Negative Score ?

Ly to you wish to analyze the Non-Amp Well with Positive and

|

To see the possible reactions if the well was positive or negative, click Yes and scroll down the
Possible Allele Pairs list to the headings Neg Reaction, Pos Reaction. If neither type of
result can be suggested, the heading is No Solution and it will not be followed by results.

_

been entered. If a Sample ID has not been entered when this button is clicked, the Sample
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Possible Results for One Non-Amp Well

Possible Allele Pairs

DOE1*DE06 DOBLY0G0E TR 4F
DOELTO30L08 DOBL=030103  FRY
DOE1*0E05 DORL¥0205 FRE LF
DOBLT0E1 402 DOBLT061402  FR4
DOE1*0323 DOBL*03Z3 FRé 3B
DOELTOA020E DQBLTOMOZ0Z KR4
DOEL*0E020E DOE1*030204 FRd
DOELTOA0204 DOBLT030Z04  FRA
DOEL*D504 DOBL*0504 FRE 3G
DOBLT0A14 DOBLT0ILd  FHE 26
DOE1*0514 DUBL*0I0E04  FWR §
DQELTO30504 DQBLT030504  FRd

1-Heg Reaction ﬁ -

B-Fos Beaction —
4| | b

Headings to look
for when viewing
possible non-amp
well results.

View Well Details

You can view comprehensive details about the current sample by hovering your cursor over a well in

the test gel area of the analysis window.

View Well Details (with your mouse over a well)

Well Position @ 4H
Recg Site: 45T45432LR83

s 552 Pair Size @ 150
l|Locus Type : B

Working with Gel Images

Specificity : B*18:09/54; B*27:52; B*37:01:01~04:02/07~10/12~27; B*38

e Ifyou have a gel image already linked to the current sample, you can view it, or unlink

it.
OR

® You can search for and link another gel
image to the current sample.

HAFusion™ x|

:' Gel Image does not Exist,  Click Yes to Browse for an Image.
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Here’s how you can link a gel image to the current sample:

1. Click the View Gel button at the bottom,

left of the gel image screen. If no image is
currently linked to this sample, you’ll see this
message:

Click the Yes button and Fusion opens the
Select Gel Image screen.

Browse to a new gel image and click the Open
button.

Fusion opens the Gel Image window and
displays the gel image you've selected. The

B

~ [ [ semchvicossp

(_)(_) |1 - Data Reference Files - Micro 5P ~

Organize v  New folder

= - 0@
-+ Favorites =

'E 2
7 Libraries E
[F pocuments l

& Music

=] Pictures Micro SSP - Gel

Image
B videos <

dna 149 dr15.jpg

&) Homegroup

1% Computer
&e
ca D) -

File name: Idna 149 drlS.jpg

j IJEpEg image (" jpg) = |

)

window can be resized if needed.

If you want to link this image to this sample, click the Link Image button.

Gel Image Viewer

=10l

Ml Gel Image: - C:\OLI FUSION\data)sessig
m &G F E c B8

E— el e e — —
— —

(o ]

Lat

|
|
I
I
I
I
I

Click to rotate
the gel image

ZoomliIn  Zoom Out

To link the image to
the current sample.

e To zoom in, click the 4 button.

e To zoom out, click the = button.
e To turn the image, click the Rotate

button.

Click to
close the
Gel Viewer
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To Unlink an image already associated with the current sample:

1. Click the View Gel button.

2. When the image is displayed in the Gel Image viewer, click the Unlink button.

Add Samples

There are two methods that samples can be added and analyzed in a session:

eDats Reports Data Sample PatientInfo Profile Utiites Help Exit
: ew Sample . —
1. Click the Add New Sample & SSEQFASE e % &
button. Sample 10: | L) | cear
H G F E B A

2. Type a new Sample ID, or Sample Name, in the e e

Sample ID field, (above the gel image).

weData Reports Data Sample Patentinfo Profie Utiites Help Exit

3. Select the Sample Date by clicking the Down 244 :493::4“_ i |f s 15‘ — '“? i

ArrowVin the Date field to the right of the H G F E
Sample ID field. o %u:n Mﬁn Trura ‘,';f’ed Thu Fri Sat

28 29 30 3 T2 3
4 5 8 T & 9 10
m 12 13 14 15

4. And click the Analyze button.

[ Today: 11i29i2012

OR

Here’s an alternate method to add existing samples for analysis in Micro SSP:

1. Click the Sample Selection button to the right of the Sample ID field.

=% Select an existing sample from the list of Available Samples.

f a8 QA Adl £ E \ RYT
Sample ID:  [zzz3078 L Ii— | cear |
— o1 ST

HLA Fusion- HLA Fusion®

Available Samples

I You can use the text box at the

Available Samples

2453060 -
S <1 top as a search tool. g
a 2453062
o 2433063 o 2
2493064
2493065
o5 2453066
2493067
2493068
% 2453069
2493070
2493071
2453072
2493073
2493074
2453075 .
- e — 2. Click the OK button at
S0 the bottom of this window to move the sample from the
2493080 . .
292001 list of Available Samples to the Sample ID text box

above the gel image viewer. You may use the existing
Sample Name, or create a new one.
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3. Select/create a Sample Date.

4. Click the Analyze button.

View Gel

Within the Serology Analysis window, you can view the gel for the current sample. This tool finds the gel
file, (JPEG format) associated with the CSV data file and displays it in the Analysis window.

1. Click on the View Gel button. A picture of the gel for the current sample is displayed as a new
window.

2. Click the Close button or click on X to close the gel.

Modify the Session Start Position

For multi-test trays, you can skip tray positions to match your gel photos by clicking the Add New
Sample button until the correct test start position is displayed.
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Rxn (Reaction) Tab

The reaction pattern table displays the positive reactions for each well, or bead, if combined with
LABTYype, (x-axis) versus every allele, (y-axis) defined in the current catalog.

e The Reaction Pattern Table is displayed in the right pane of the Micro SSP analysis window.

Double-click anywhere in this The Max
area to expand the table button
Search by Allele to half the analysis window. expar.rds the
| reaction table.
A [ Findaiele | [zt 7= [ Force 1 || Rom Reset |
R || |f Click to sort
Max the table
61 |62 |63 |64 |65 |66 |67 |68 (69 (70 |71 |72 [73 |74 |75 |76 (77 |78 |79 |80 |81 é% 83 by the
’_ . 8D | 8C | BB | BA | SH | 9C | 9F E 8D | 5C | SB | 9A [(10H |10C |10F |1 10D |10C (10B |10A |11H (11CG (11F Selected
Cross Loci i £ § T T T "
Sample Rxn \ we .
AR01:01:01:01 \ reactions.
AT01:.01:01:02N \
Search by A0101:02 \
reaction A01:01:03 \
A=01:01:04 \
pattern FOTRIT
A%01:01:06 \
A*01:01:07 \

Bead ID’s for LabType tests used in combined
analysis with the current MicroSSP sample.

Default configuration:

Wells, (Beads if it’s a combined analysis with LABType) are sorted by sample reaction.
The well ID depends on the row and location of the sample in the test gel pane.

The current sample appears in a Blue font, just below the cross loci row.

Positive alleles are listed below the sample row and are highlighted in yellow.

Cross loci wells are identified with the pound sign (#).

Salmon coloring indicates a false positive. Green indicates a false negative.
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Positive reactions are displayed as an “X” on the table, (blue for the current sample
and black for the rest). PC, NC and excluded beads are displayed as “0” on the table.

If you want to expand the table to full window size, click the button. To
minimize it again, click the IEI button.

Double-click in the area just above the table, between the Find Allele and Max
buttons, to expand the table to half the analysis window. To size the table back to its
original size, double-click in the same area again.

Type an allele into the field and click the Find Allele button to display the allele and
its reaction pattern in the first row. Double click on an allele name to bring that allele
to the top of the table. You can bring all of a certain allele group to the top by
entering an allele group (i.e., DRB1*07).

Click on the blank row header to either the left of an allele name or the sample
reaction to move all the beads with that reaction to the left. Click the Rxn Reset
button, (above the Max button) to reset the table to its original configuration.

When a column header is clicked, the table is sorted by reaction criteria for that well
or bead, (if combined with LABType). The first click sorts in ascending order from top
to bottom. The second click sorts in descending order.

If you use the Analyze Combined button from the analysis window to analyze a
LABType test and a Micro SSP test, the Bead IDs from the LABType test are displayed
in the Well ID row on the Rxn table. These are recognizable by the bead ID followed
by an underscore and a 0.
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Number of Allowable False Reactions

If HLA Fusion cannot determine any results that exactly match the reaction pattern entered, it
analyzes the reaction assuming that there is one false reaction in the sample.

If a solution still cannot be found, the system continues to search through additional false reactions
until the number of allowable false reactions has been reached, or a solution is found.

The false reaction setting allows you to set the number of allowable false reactions:
Minimum setting = O

Maximum setting = 4

Sample Date:
#False =
. . 24| F 1 || Rom Reset
¢ Inthe # False Rxn field, click the up or down arrow e 2= | = "
to change the number of allowable false reactions.
Note: Regardless of the maximum false reactions set here, sample analysis stops at the first

false reaction found.

Force One False Reaction

When a sample has a result with no false reactions, (exact match result) the Force 1 feature forces
HLA Fusion to re-analyze the reaction to allow for one possible false reaction in any well. This feature
is used to search for results for which one additional reaction can change the results.

1. From the analysis window, click the Force 1button to force the program to analyze the sample
with one false reaction.

Click the Reanalyze button to reset the analysis to the original results.

Click the Rxn Reset button to return the Rxn Pattern table to the default settings.
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Micro SSP Combined Analysis

The HLA Fusion software supports a combined analysis feature. In a combined analysis, the reactions
from two tests of the same sample are combined together in a single analysis. The previous test must
either have the same Sample ID or be associated with the same Patient ID.

To combine results for a sample, you need to start or continue a Micro SSP allele-specific test and
have a previously saved Micro SSP or LABType session to combine with it. After combining sessions,
the possible typing assignments are displayed, and the reaction pattern table changes to reflect the
reaction pattern of both tests.

1. From the analysis window, click on the Analyze Combined button below the reaction
pattern table. The Combined Analysis window displays a list of previous sessions that have
used the current sample and share the same Sample ID.

!ICombined Analysis ;Iglil

Current Sample 1D : G023

PatientID: 11332

Nomenclature

Session Well ‘ Locus | Analysis Date o

MName e Postion

Combine| Sample 1D |

Maote : For Combined Analysis the sample must be saved.

Select the desired previous session(s) by selecting the associated Combine check box on the far left.

Click the Analyze button at the bottom of the pop-up window.

Note: If you combine one sample in the previous nomenclature format with a sample in
the newer nomenclature format, the possible and assigned allele pairs and code will
be displayed in the new format. If the sample with the previous nomenclature
format contains an allele that is not included in the new nomenclature, that older
allele is dropped.

To rerun the combined analysis, click the Reanalyze Combined button.
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e If the nomenclature dates between the current one and the one(s) being combined with it
conflict, then the session(s) you selected is highlighted Red.

e Ifyou click the Analyze button and there is a conflict on nomenclature dates, a
warning message is displayed that gives you the option of continuing or canceling the
combined analysis. The nomenclature of the sample test you selected to combine with the
current one will be used if you continue.

Note: Notice that the Analyze Combined button in the analysis window changes to Reanalyze
Combined button. This is an indication that the selected sessions have been combined.
If sessions are combined, a note is added to the system comments box.
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Make Typing Assignments in Micro SSP Analysis

HLA Fusion provides computer-suggested allele pairs and coded assignments. Final typing assignments
can only be made by you, or your supervisor.

From the analysis window you can do the following:

Pairs Tab

Switch between code formats
Apply Bw4/Bw6 to serology results
Apply frequency filters

Assign non-coded allele pairs
Assign a coded allele pair

Assign serology equivalents

Make manual assignments
Remove assignments

Save and confirm assignments

The Pairs Tab displays the possible allele pairs results that match the reaction pattern for the
sample. The pairs are suggested by the software.

The list identifies the pairs and groups them by either full-match pairs, (no false reactions)

or the number of false reactions. Results with false reactions are listed with the false

reacting bead/well identified. Pam ]

. . DRB1*16:02:
The results display one allele pair per row. DRB1*16:02:
DRB1*16:02:
. . . DRB1*16:02:
Possible homozygous pairs are flagged in the Comment field. DRBL*16:02:
DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
4

DRE1*14

:07 ij
DRB1%16: 08

DRB1*16:
DRB1*16:
DRB1*16:
DRB1*16:
DRB1*16:
DRB1*16:

09

12
138

15 |68
3

Possible Homozygous Ambiguous. Mon-amp at NC Well (1H) g‘
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Assign an Allele Pair from the Suggested List

1. Double-click on an allele pair under the Possible Allele Pairs to assign it to the final pairs
assignment area.

Alternatively, you can click to highlight an allele pair on the list under the Pairs tab, and click
the V (assign) button next to the Assigned Allele Pairs title to add it to the final assignment
area.

To remove an assignment, select the assignment on the Assigned Allele Pairs list and click the X
(remove) button.

Pairs | Match |

DRE1*04:04:05 DRB1*04:27 a|
DRE1*04:04:05 DRB1*04:28
DRE1*04:04:05 DRB1*04:29

Double-click DRB1%04:04:05 DRB1%04:30 —

assi:npf:etr:: DRE1#%04:04:05 DRB1%04:31
gﬁi:g:fg:fg: gﬁi:g:f:g Select an allele pair,
DRE1%04:04:05 DRB1*04:34 ¥ (or pairs) and click
4 | | D this button to send
them to the final
Assigned Allele Pairs assignment area.
The Final
Assignment *
area Click the “X”

button to
remove allele
pairs.

The Manual
Entry Box

Match Tab

This data grid displays the coded format of the actual allele pairings for the sample. A Matched
Reaction Pair is a pair of alleles, (or group of alleles) with a reaction pattern that completely matches
the reaction pattern of the current sample.

Hover your
mouse
pointer over
an allele to
see its code
definition.

Wi =:07:01/07:03/07:04/07:05/07:

¢ This result differs from the Possible Allele Code results. The Possible Allele Code
condenses the results into a single code, where possible.

e Hovering your cursor over a coded allele format displays its code definition.
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Manual Allele Pair Assignment

1. Make sure you type the assignment in the correct allele code format:

e New nomenclature format: X*##:##(####) X*##:##(####), where X=locus type
and #= code number.

e Previous nomenclature format: X*#### X*####, where X=locus type and #= code
number.

= |le]

A manually

entered
assignment.
I]J]!Bl“'ﬂ".l' -01-01-01 DRB1+#07:-03

Type an assignment into the text box directly below the Assigned Allele Pairs list.

Press the Enter |/ key on your keyboard to move the typed allele upwards into the Assigned Allele
Pairs text box.

Possible Allele Codes

The Possible Allele Code field displays the possible coded results for all results that fully match the
sample. The type of code used is dependent on your configuration selection: NMDP code, (default) local
code, (user-defined) or no code.

Possibl Possible Allele Code
ossible
llel DRBL*07: JKZW DRB1*07:JKZW Allele code
allele code JEZW:=:07:01/07:03/07:04/07:05/07:06/07:07/07208/07:08/07:108,/07:1 definition
1| | i
Assigned Assigned Allele Code |
allele code DEB1*07:JKZW DEB1*07: JKZW
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¢ The possible coded result is listed at the top section of the field. The code definition is
listed below it.

e If there are no codes for a particular suggestion, then the suggestion is listed with XX,
meaning the code is undefined. For multiple XX suggestions, each suggestion is numbered

as XX1, XX2, etc., to distinguish one from the other.

e The allele codes displayed in the Possible Allele Code field are condensed by Fusion
based on suggestions from the list of possible allele pairs displayed under the Pairs tab.

e The allele code is based on the current NMDP code, or local code installed in the system.
By default, the system assigns the NMDP codes to the alleles. You can optionally change
these codes to either No Code, Local Code or Cross Code.

¢ No Solution is listed if there are no results that match the sample’s reactions within the
allowable number of false reactions.

Allele Code Assignment

1. Double-click the possible allele code, or select the suggested code and click the V (assign)
button.

Select an allele code and click the X (remove) button to remove an allele code assignment.

Manual Allele Code Assighnment

1. Type an assignment into the text field just below Assigned Allele Code. Make sure you type
the assignment in correct allele code format:

e New nomenclature format: X*##:##(####) X*##:##(####), where X=locus type and
#= code number.

e Previous nomenclature format: X*#### X*####, where X=locus type and #= code
number.

Otherwise, the system does not accept it, and prompts you to make corrections.

Note: If you click on the Translate button to display alleles in the new nomenclature format,
you cannot enter a manual allele code unless you reanalyze the sample and alleles are
again displaying in the previous nomenclature format.
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Press the Enter key to move the allele code you typed in to the Assigned Allele Code field.

Assigned Allele Code x IV |
DRB1+*07:JKZW DRB1*07:JKZIW

IDREl*DT:JKZW DRB1*07 - JKIW

Note: If you have a homozygous result, the assigned code can be edited in the Manual Allele
Code field to show the homozygous-coded results once.

Unknown Allele Codes

Unknown allele codes are marked with XX followed by a sequential number. The numbers are reset to
1 for each sample and locus. When you see unknown codes, you should first make certain you have
imported the latest NMDP file. If you have the latest code file, and are still seeing XX codes, you can
store these unknowns for later submission to the NMDP in a .txt file named

nmdp_ code_report.txt. By default the text file is stored in C: \OLI

Fusion\data\NMDPExport, but the location can be changed by modifying the Interface path. Code
information is appended to the end of this text file as it is added; the newest additions are at the
bottom.

Possible Allele Code

01:0a C*04:XX1 C*04:XX2
0l:0 C*04:¥X3 C*05:HGE Select XX
01:0 C*04:¥X4 C*06: code here...
01:0 WG 2
03 C*04: 28
04 C*04:X¥X7 C*12:28

. o0& C*04:X¥¥8 C#*15:25

1. From the Possible Allele Code field, 08 _ILI >
3
select the XX code to enable the NMDP

Code Report buttons at the ]| Assigned Alele Code
...to enable

bottom of the screen. the NMDP

report

button here.

thar Ass[gnmntl Click the

= “X" button
L1 MoreT¢ to cancel.
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Right-click the Report button and choose one of the following:

To send the unknown code information to NMDP, select
Direct Request NMDP.

To add the unknown code information to a text file,

(by default stored in C: \OLI

Fusion\data\NMDPExport), select Save in text

file.

ki

| Direct request NMDP % |

IE Save in text file

| HOH.-‘]q Zave in Excel File .st Date E

re Tests [

To add the unknown code information to an Excel file,

(by default stored in C: \OLI

Fusion\data\export\NMDPExport), select Save in

Excel File, or simply left-click the mouse button.

MMDP code saved in c:\OLI

NMDP Code Report x|

Fusion'\data‘export\NMDPExportinmdp_code_report_Micro
55P_20111222133904_S5PR1-C04_002_07.csv

When you're done, click the [X] button to remove the buttons from display.

Note:

The +Rpt button retains the last selection you made, (direct, text or Excel) so it can be
used as a shortcut; unless you want to change your selection, the next time you report

XX code simply click the +Rpt button.

The following shows examples of each result:

HOME | CONTACT US | STTE MAP

BIOINFORMATICS.NMDP.ORG
A RESOURCES | SEARCH STRATEGES | FUBLICATIONs | EDUCATION | POLICES

s > DHA Type Lookup Teo!

<

HLA Resources
DNA Type Lookup Tool

Siannual Rare Allele
Lisis I

B3 Microsoft Excel - nmdp_code_report_Micro SSP_20111222133904_SSPR1-C04_002_07.csv

Allsle Code Update to /| ‘2] Ble Edt Vew Insert Fomat Toos Data Window Hep AdobePDF R
NBHRE G0 P8RBS90 (8- 0H e -@fin -8
Instructions (PDF) Al % locus

r— A (= = T O =S [ = < T ;O T S T T [ =
e i - locus __lcode =
[ 2[c 04.01/04:33/04 :35/04:37/04-38/04-39/04-40/04 41104 42/04-43/04-44/04-45/04-46/04 47704 48/04-49/04-50/04-51/04 52104 53/04
Aistain o € DRB! € DRB3 c 04:01/04:33/04:36/04:37/04:38/04:39/04:40/04 :41/04:43/04:44/04:45/04-46/04.47/04:43/04:49/04:50/04:51/04:62/04:6 3/04:64/04:
Allele Code Mailing [N ) NI QR el =] =

List
DNA Type Loakup
Tool i

Nomenclature Version:
You may request allele cc

HLA Typing

View Help

|

New Code:
B*27 131 B¥27:
Source:
sessjon @ micro ssr- 20121010154702_ssP1L_007_07

sample ID : TestCa:
‘Comp:

New Code:

source:
Session H _7_A_9_ID3915

sample Ip : 3385087

icomputer ASS'\gHmeﬂt

|A®11 :XX1 A%69

bocLi=:11: 01/11 02/11 03/11:07/11:12/11:21N/11:22/11:29/11:30/11:32/11:37/11:41/11:42/11:46/11:47 /1

gnmen(
2

05/2"15/2’ 28/27:31/27:39/27:41/27:45/27 :46, 0/27:51/27:54/27:55/27
04/27:05/27:15/27:28/27:31/27: 7:41/27:45/27 146, 0/27351/27:54/27:55/27
04/27:05/27:15/27:28/27:31/. 0/27:51/27:54/27:55/27
: :04/27:05/27:15/27:28/27:31/27: 7:50/27:51/27:54/27:55/27
:2:04/05/08

2011=:11:01/11:02/11:03/11:07/11:12/11:21N/11:22/11:29/11:30/11:32/11:37/11:41/11:42/11:46/11:4

| D /

Direct to
NMDP

XX code saved
as a spreadsheet
(.csv) file.

XX code saved
as a text, (.txt)
file.
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Other Assignment

The Other Assignment field can be used to make a sample assignment that is not restricted to any
format. In addition, you can highlight and add serology or allele pair or code assignments and add
them to the field for modification.

]
I
m
ASSIgn > 3 Aszign Possible Allele Code
| Assign Al
Ll

You can make other code assignments one of two ways:

e Type an allele pair or allele code into the Other Assignment field.

Click the V (assign) button and select one of two options:
1. To assign just the possible allele code, select Assign Possible Allele Code.

2. Choose Assign All to bring the Possible Allele Code, Serology or Assigned Allele Pairs as-
signment(s) into the Other Assignment field.

® You can then choose to modify any of the copied code if desired.
e The entered allele is assigned and is included in reports that are run that include this sample.

e Ttisnot listed in any final assignment fields for this sample.

Possible Serology Field

The serology equivalent field displays all serology equivalent suggestions for the sample based on the
possible allele pairs. When you select a displayed serology equivalent, the allele pairs associated with
it are displayed in the field below.

Note: Make sure you have imported the current serology equivalent file through the Utilities
menu. If a zero (0) appears in the serology assignments, this means you need to import
the current serology equivalent file.

¢ Only one serology equivalent assignment for the sample can be made at a time. Therefore, a
current serology assignment is replaced if you select and assign a different one.
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Note: If this is a multi-loci test, more than one locus can be assigned. However, for single locus tests,
only one locus can be assigned.

Possible Serology

1. Double-click a serology suggestion, or highlight it

Cwd Cwd . . .
|C‘w4 = and click the V (assign) button to copy it to the
Cwd Cur? Assigned Serology field.
Serology J |[cws crBlank~
Equivalent § |/c- c-
oo 2. Select the a serology equivalent and click the X

[Ny

"Blank” (remove) button to remove it. Or, select and assign a
different one to replace it.

Ll |

C*04:01:01:02 C*06:05
Ap"aeilr: C*04:01:01:03 C*06:05 Assign
Cr04:01:01:04 £208:05 button 3. For Class I manual serology assignments there is

a pop-up message that allows the user to specifiy if
the assignment is for DQA1 / DQB1, DPA1/DPB1
or DRb1/DPB345.

KK

Related{ C*04:01:01:01 C*06:05

Assigned Serology

Serological
assignments
Remove
button

Translate (noncurrent nomenclature format only)

The Translate button [E=s=]] is displayed if your alleles format is displayed with older
nomenclature. Clicking the button does the following:

e Displays all assigned, (except from the Other Assignment field) and possible allele code/pairs
in the latest nomenclature format. If a matching allele in the new format cannot be found, the
allele remains displayed in the old format.

® You can view and print this display, but results cannot be saved or reported in this new
nomenclature format.

e To go back to the older allele format, you can navigate to another sample, and then return to
this sample.
Adding Comments to Samples

Comments you, or Fusion adds to the Comments field are displayed with the sample results in the
current analysis session, data look up and reporting functions in HLA Fusion.

1. In the analysis window, type sample comments into the User Comment field below the
Assignments area.
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Or double-click in the User Comments field to open a larger writing space.

=10lx|
Your own
Comments
(255 characters
. maximum)
Comments are only saved after you click
the Save button.
Comments {F}:;?::EQHU:T:lzygous.Possible cross locus reactivity on Well 1G ;I
entered by
HLA Fusion
e
Cancel
el |,
Note: The larger User Comments field expands to allow for a maximum of 255 characters.

Flagging a Sample for Further Testing

You can indicate the need for further testing of a sample by selecting the More Tests check box
followed by clicking the Save >> button. The More Tests indication is displayed in results, data look
up and reports for the sample.

venth*".'l4 SEH1 C*04:
¢ In the analysis window, click the More Tests check box, located

) More Tests
below the Assignments area. B

| Test Date

Printing the Current Analysis Window
The Print Screen button prints the currently displayed analysis window.

¢ From the analysis window, click the Print Screen [¥] button on the toolbar to print the
current analysis screen.
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Preview or Print Reports

To view a Micro SSP report for the current sample, use the Preview Report and/or Print Report
button on the toolbar.

Reports Data Sample Pabent Info Profile Ut

W M A LB

Patient Summary

Patient Typing for Batch

Patient Custom In the analysis window, click the Preview Report button =1 or the

Moleauar Custom Print Report button = to display a list of reports you can preview
RIS or print for the current sample. The drop-down report menus are

Allee Code identical for either Preview Report or Print Report.

Allele Summary

Molecular Typing Summary
Custom S5P Report

S5P Report

Note: If you select Molecular Custom, you will not be able to create a new custom report at
this point. The only custom reports available from the analysis window are ones you
previously created through the reports window.

Assign Coded Results

Use the Assign button to assign and save all unambiguous possible coded results, (those
results for which there is only one coded result).

Save Assighments

Lab Technicians and Supervisors can save analysis results for further review and approval. Saved
samples are available for confirmation by a lab supervisor only.

¢ From the analysis window, click the Save button, located in the bottom right corner of
the analysis window to save the analysis results.

¢ Fusion will automatically move to the next sample.
e Samples must be saved in order to associate any user-created comments in the database or

reports. For confirmation, a supervisor needs to access the sample for which you saved the
assignments.
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Confirm Assignments
Lab Supervisors can confirm analysis results. Samples are marked as Confirmed.

¢ From the analysis window, click the Confirm button, located in the bottom right
corner of the analysis window, to confirm all analysis results.

You automatically move to the next sample to continue confirming results.

When you first return to a confirmed sample, you see that the Confirm button is now
shaded purple to let you know it has been previously confirmed.
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Micro SSP Session Summary

The summary table can be launched by clicking on a session in the Navigation Tree on the far right
of the screen. It lists each sample in the session and any saved analysis results.

® Double-click a sample in the Summary Table to go directly to the analysis screen for this sample.

Th F_ Id Session : Micro SSP_20111222095547_SSPML02_003 07 Catalog SQPMLDZﬁD[BJ?I
C: o Olser—)uﬂ Somple  * ¥|Paient | Locus Comment | 2581 .EJZ?;ME :CJEEji . .
button  [B]1 | ssissoon = Click on the Field Chooser | button to
P E— - the left of the table headings to display
P EE— the Field Chooser.
¥ Assigned Sero
¥ Bw . .
b In this window, you can select or clear
P the check boxes next to column headings
3 to include or exclude those columns
I Fiofin | from the Summary Table.
[ \mgtVZr
I~ Local . . . .
T Lo Selecting or clearing check boxes in this
I~ More High Resclution . .
T or e window instantly updates the table.
¥ NomenclatureDate
A
[V Patient
T~ Possible Allele Code =
Note: If you do not see a particular field available through the field chooser, and you are sure

it should be there, go to C:\HLA Fusion\temp and delete the file named
SSP Layout.xml.

¢ Click on any column header of the Summary Table to sort the table by that column. The small
Up ~ or Down ¥ arrow in the column header indicates the sorting order: up for Ascending
and down for Descending.

& W | % &
Seaston : Mo SSP 200 1 You can also click on a header and drag and drop it to change the

PaﬁemLocus: atalog Locus column Order'

BSmith00 |'SSF' 02_ | AB.DRE1.DRH

Save Layout ﬂ

® You can save any modifications you've made to the layout by
clicking the Yes button in the message box when it appears.
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Your changes are saved for all future Micro SSP session summaries on this same computer until
further modifications are made and saved.

Click the Export button, (located at the bottom of the screen) to save the Summary Table on
your computer or network, (default location is C:\OLI FUSION\data\report). The file will

be saved in the Excel spreadsheet (.XLS) format.
¢ (lick the Print button to create a hard copy of the Summary Table.

Click the Preview button to view and/or resize the Summary Table before printing.

=101
File View Tools

Do | am e @ . g . ]
EIRE TSRS @ o ®HE
i 4 P M ® @p

-

ion : Micro SSP_20111222095547 SSPMLO2 003 07 Catale

Sample / F|Patient Catalog Locus

‘BSmIthDMSOﬂd BSmith00 | SSPMLO2_ | A B,DRB1,DRB3

+

N

4] | _»l;I

Fage: 1of 2 %

Click and drag up to zoom in or downto zoom out

In the print preview window, the page view slider on the left displays icons for each page of the
report.

® Click on a page icon to display that page in the preview window.
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Navigator Right-Click Menu Options for Micro SSP

Session-Level Options

There is a menu that displays if you right-click on an active session in the Navigator, (select the session
first with a left-click):

Ay Mavigator

L Group: " Product ¢ Test Date
gnment " Catalog & Session Date

J0]EBIAE

- 12/22/2012

o B we- P PP L P LYY

Reanalyze using Mew Settings/Catalog

R Micro SSP_2011 'IE.'-l‘.'?_"ElEi'E-E--'-1.7k
El 121202012
- @8 Micro 55P_20111220114141

Reanalyze with New Nomenclature

i

Allows the session to be reanalyzed using a new or updated
catalog. HLA Fusion

0ld Session ID: |l«"|ic:rt- SSP72C11122233555?7SSPF-1L327C|

1. After right-clicking on a session, the Select New
Product screen opens.

Mew Session 1D:  [EISERNFRE.

New Catalog ID: [SSPML02_D03_07 =l
2. Rename the session.
3. Click the drop-down arrow ¥ in the New Catalog
ID field and select a new catalog from the list. PN vc0n @ 00 |

4. Click the Analysis button.

The session on which you right-clicked is now re-analyzed with the catalog you've selected.
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Sample-Level Options

E-1211912012
- &84 Micro SSP_20121215085

. . . . . I~ Related Records

Two menu opt10n§ are displayed if you right-click on an active | T
sample in the Navigator, (select the sample first with a left- - igroszze T
click). £ ) G023

El 1211672012

Related Records

A related record is a record that is associated with the current sample by Patient ID or Sample ID.

Note: This option is also available when you use the Related Records toolbar button e,

¢ Right click a sample from the Navigator and select Related Records to load all records
related to the current sample into the Sample drop-down list, (at the top, center of the

screen).
Sample ID’s Navigation buttons
— ~__
— =
2453029 - ﬂq qﬁ
——1 | |

Use the sample navigation buttons to display the analysis of each related record one-by-one.
To go back to viewing the samples in the current sessions, click the <<Summary link at the top

of the window.

Side By Side Analysis

Use this option to compare the current sample analysis with one previously conducted.

Note: This option is also available when you use the Side By Side Analysis toolbar button leA].
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==
HLA Fu S‘io.n‘" ® o ' X | :

| Patient ID Session Catalog ID

Micie 55P_20121226085324_55PMLOZ2_002_ 07| S5PMLOZ_002_07
Micro SSP_20121526085334_SSPMLOZ_003_07 | SSPMLOZ_003_07

ok || Cancel

e Right-click the sample, and select Side By Side Analysis.

e Select a previous sample analysis from the displayed list to compare it to the current one. The
two analysis windows are then displayed in a comparison window.

Side-by-Side analysis display

B7O
ArYin, tames
(1178 PR CCoR s vy e
Current -
Analysis "
s i ==
[P ES - ey e
]
Previous < i
Analysis \
-
2
'
210 o - S5H-0L I 30 CHImge ey IR Test Dats S0005 ver | 101

e Each window can be resized and moved by dragging and dropping.

¢ Click the Side-By-Side Analysis toolbar button again to cancel the comparison display.
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LABScreen Analysis

The LABScreen analysis feature of the program allows you to analyze Luminex CSV output files from
LABScreen products. Analysis results are based on the catalog specifications provided with the HLA
Fusion software.

A few things should be completed or verified before you start an analysis session:
e Make sure you have the latest catalog files.
® You can download or update catalogs from the LABScreen Home Page.

e Some features, such as w632 normalization, may not be available if you have not already
imported the appropriate catalog(s).

¢ View and modify global product configuration settings before starting analysis. Global settings
are displayed and be can be modified on the LABScreen Home Page, or through the Utilities
menu. Global settings apply across all newly imported sessions.

e Save time importing CSV files by verifying that the default URLs and paths are pointing to the
locations where these files are commonly stored on your system or network. These settings
can also be modified in the General Configuration section of the default Fusion Home page.

e Ifyou prefer HLA Fusion to stay on a sample you have just saved or confirmed, rather than
automatically move to the next sample, this can be set in the General Configurations section of
the Fusion Explorer Home page.

Note: Some of the above tasks require supervisor user privileges. You may have to verify with
your supervisor that these tasks have been completed.
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Starting LABScreen Analysis

Note: If you want to set W632 Normalization as the default for LABScreen Single Analysis,
select the check box next to Use W632 Normalization as Default in the LABScreen Single

Analysis product configuration page.

Acquiring LABScreen Session Data

Select the LABScreen button from the Home Page panel or the Fusion toolbar .

Current number Click to modify

of downloalded The most recent  your LABScreen Select a tab...  ..todisplay Click to import Information
.Icatla (:gs catalog updates.  global settings. thfe currc.ent updated ] on avallablfe
available for configuration reference files. reference file
each product. settings. updates.

HLA Fusion | LABScreen

locus Type  Caffflogs Last UfBated #of Sessions # of Tests Recent Session Mixed |PRA | Singl¢ Antigen | Singles| S R
Class | PRA 27 §/13/2015 0 0 (% é @
Class | Single 8 5/13/2015 0 0 Low PC/NC Ratio: 2 Download Prnter  Catalog
Class Il PFRA 77 5/13/2015 0 0 NC Raw: 500
MICA 16 5/13/2015 0 0 Min Bead Court: 50 S
Miced I 1l HNA 16 5/13/2015 0 0 Low FC: 500
Miced 1, 11, MIC 28 5/13/2015 0 0 Display Grash Raw by Defaut: No O':iel*f ;'“
Single Antigen Class | 45 513/2015 0 0 . - ’ Current
- - Suppress Bead Swap Waming Message: No Casz1l: 2
Single Antigen Class |1 26 54132015 0 0 } warning
Swap Bead K NC Is Higher Than All Beads: Mo MIC: 2
message
Swap Bead F NC Is High: No | HNA: 10 settings
= |
Catalog Catalog Descripti Worksheet (8.5x11) Worksheet (11x17) Probe/Primer Datasheet -
LS1PRA-NCT 010 02 LABScreen TM PRA Class | §.. | LS1IPRA-NCT 010 WS LS1PRANCT 010 DS \|
LS1PRACOINSZ 015 02  |LABScreenTM PRAClass 1S | LSIPRACQINSZ 015 WS LS1PRACQIINS2 015 DS =
LSIPRACOANSZ 015 02  |LABScreenTM PRAClass | 5. | LSIPRACQANSZ 015 WS LS1PRACQIANSZ 015 DS
LS1PRANCI0 D13 06 LABScreen TM PRA Class | 5.. | LSIPRANC10 013 WS LS1PRANC10 013 DS Click links
LSTPRANCT 011 02 LABScreen TM PRA Class | 5.. | LSIPRANCT 011 WS LS1PRANCT 011 DS to display
LS1PRAMCT 012 03 LABScreen TM PRA Class | 5., | LSIPRANCT 012 WS LS1PRANCT 012 DS catalog,
LS1PRANCT 013 05 LABScreen TM PRA Class | 5.. | LSIPRANCT 013 WS LS1PRANCT 013 DS worksheet &
LS1PRANCE 011 03 LABScreen TM PRAClass 1 5. | LSIPRANCSE 011 WS LS1PRANCE 011 DS probe/primer
LS1PRANCS 012 03 LABScreen TM PRAClass | S... | LSTPRANCS 012 WS LSTPRANCS 012 DS documents.
LS1PRANCE 013 05 LABScreen TM PRA Class | 5.. | LSIPRANCE 013 WS LS1PRANCE 013 DS
LS1PRANCE 014 02 LABScreen TM PRA Class | 5.. | LSIPRANCE 014 WS LS1PRANCE 014 DS
| LS1PRANCY 012 03 LABScreen TM PRA Class | 5... | LSIPRANCS 012 WS LSIPRANCS 012 DS
The LABScreen Home page is displayed.
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Note: Open worksheets and probe/primer sheets to verify the accuracy of revision numbers, (these
documents do not contain a revision number in their filename).

Select a session from the CSV File Name List.

LABScreen

Place a checkmark here
to list previously =——p| [ ] Include Imported
imported CSV files.

/ [ e\OLIFUSIOMdata\scssizn\LABScreen

C5V File Mame
Click the folder icon to . -
search for Luminex CSV 4L 8 003 |D22
session files in the 120408 CIl 5A 0D6_IDZ238

default location. 20080110_LSM_14_|J655
200807 Te_LsM_LO 113 1047

-< 20080116_PRA1_LOT11_ID42
Session files are ~ 20080116 PRAZ LOT10 ID43
listed here. 20080117_PRA_LOTI1_ID50
20080117_PRAZ_LOT10_ID51
\ LsMICADUTULS

The LABScreen Session Import window displays.

Select to automatically analyze Date will be highlighted in yellow if

Lumlpex all session samples when CSV's regional settings do n_ot match b_etween
. Session I.D. Version are imported the current CSV file and Fusion.
The CSV file’s N " : P Default
location on | cumrt | yd pd Negative
computer or Luminexmglkine 23 y 2 K Serum, (NS)
network. Session ID ; [m12_Lot012 ! | Date :[10/18/2012 10/18/2012 =] Samples : |36 values for
*H‘E Path - | QLI FUSION\data'session\Data ReferefE Fies\L ABScreen'\Miced\lsm12_Lot012.csv beads.
Catalog ID & el Catelog ID : [LSMICAQD1_001_02 [NOM/mat- |
Nomendature/ Quartiplex Beads : |(none) =| Defaut NS: [OLINS |
IMGT version. Click here
¥ Set empy Patient IDto Sample " Auto Anslysis =] T Aepytoal ‘ | impont || Check Contrals || Patient List || Close | to sort by
- " - o
Click any of Wel | Samglef SATRle | Dite | Seconday | Luminex Min | ye | gy DB | Patient 1D First Name Last Name Bthriciy EEY &- patient
- B AS485 | ~[[100 N AS485 <NONE> <NONE> Asian = || Patient ~| or donor.
these head'"gs 01 PRG ~! =l[100 r [n RG <NONE> <NONE> Asian (= Patient =
to sort in E1 LLHM - =l[100 (sl LHM <NONE> <NONE> Asian x| Patient =l
ascending or G1 IGV - =||100 N IGV <NONE> <NONE> Caucasian = || Patient =l
descending H1 JAM ~! =l[100 B JAM <NONE> <NONE> Caucasian = Pt =l
order. N A 2 oS, o SRS e w0 2|

Assign Patient Type

Double-click Patient ID
ouble-click any Patient ID to %o a Patient ID.

see the current patient list.
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1. Click the small folder icon at the top of the LABScreen
CSV File Name list. LABScreen
Click folder

icon to browse
for CSV files.

[ Include Imported

2. Select a file from the list of previously imported CSV —)D A AR )
files, or click the Folder Icon to browse to the e —
location of LABScreen CSV file(s) on your computer or
network.

Browse to Find LABScreen Session Files

7 Select CSV Files x|
G( )v‘ - Data Reference Files = LABScreen ~ + {23 [ search Lagscreen D)
Organize New folder B~ 30 @
“| Documents E =
—? 2l [3] ") 020751400 001 [D38.cov
o) Music a Microsoft Office Excel Comma Separ...
[&5] Pictures 7| 123 kB [
B videos @ 02131 LSM12_011_01_ID3214.csv
]| iroseft Office £xcel Comma Separ...
& Homegroup /| 15.3k8
lgl 02130815M14 hna lot g_ID6S.csv Select a file to
18 Computer a Microsoft Office Excel Comma Separ... preview.
& /| s63K8
a0 lg 042007_|s12pra_010¥M_ID1050.csv
Q| Mirosot Offie Excel Comma separ...
€ Network 7] 1248
=[] Ce0ns201. 005 5o
=] ) | Microsoft Office Excel Comma Separ... x|
File name: =] [csvFiles (e =l
Open v Cancel
Y

3. Select a CSV session file(s) and click the Open button to display its associated samples in
the Current Sample/Patient Details table.

Note: You may see CSV files for products other than LABScreen, or other miscellaneous CSV
files. This means that you must first click on a sub folder for LABScreen, or that your
LABScreen session files are not contained within their own folder in the directory to
which HLA Fusion is pointing.

Note: HLA Fusion converts Luminex-generated CSV file data, such as date and time, to the
local regional code if a regional code is specified in the CSV file. (A regional code
cannot be specified for CSV files created with Luminex software versions 2.2 or earlier.)
If the first date field is highlighted yellow, it indicates a regional code mismatch. In this
case, it is recommended that you use the drop-down selector in the second date field to
choose the appropriate date, taking into consideration regional date format differences.

If a sample is already associated with a patient, the patient ID and any existing, related patient infor-
mation is displayed.
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To add patient information, do one of the following;:

To add data from the system, double-click in the Patient ID column of the Sample/Patient
Details table or click the Patient List button on the toolbar. The Import Patient window is
displayed, allowing you to import the patient information file.

To manually add patient data, type data into the patient-related fields of the table.

You can assign the sample ID to empty patient ID fields by selecting the check box for Set
empty patient ID to Sample.

To assign secondary Ab to the samples, do one of the following;:

To assign secondary Ab to individual samples, select from the Secondary Ab drop-down, or
type one in the associated field.

To assign a secondary Ab to all of the samples, select from the Apply to all drop-down or
type one in the field, and then select the Apply to all check box.

The system assigns a session ID automatically. Optionally, you can change the ID.

LABScreen Session ID field
Session ID : {20080117_LSM_LOT13_ID49 |

Note:

A session ID must be unique to the Fusion database. If the session ID already exists, the
software prompts you to rename the session. It is also highly recommended that you do not
use any special characters in this field since they may serve a specific purpose as field
separators.

4. Select a catalog file. Your catalog selection method is one of the following, depending on the CSV
file and the catalog files you have imported for LABScreen.

Note:

If you need to import more catalogs, click the [Download] link on the LABScreen home
page to add new catalog files to your database. The catalog drop-down list may not be
immediately updated if you downloaded the catalogs during this import session. You may
need to click the Home button and then click the LABScreen button again to return to the
import process.

If the CSV file specifies a template name, (applies only to CSV files from Luminex 2.2 and later) and one
of the available catalogs is associated with that template, then that catalog is automatically selected.
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You can also select a different catalog from the one the system has selected by using the
drop-down list in the Catalog ID field and selecting any catalog listed.

If there is no template match, the system then considers the closest bead match between the session and
all available catalogs. If only one catalog is a close match, it is automatically selected and you can go to

5. When session and sample information has been verified, click the Details button. If there is more
than one match, a catalog validation dialog box is displayed with the best bead matches. You can
confirm the selected catalog by clicking the Close button. Or, you can double-click a catalog name
on the list of Suggested Catalogs.

LABScreen Catalog Validation

1~ Suggested Catalogs{Double click to select and continue)

TSI
- -
HLA Fusion- L
Selected Catalog |LSZAD1_DDG_G'D |
Validation Resuits: | Bead mismatch exists |
]

Displays a -
list of all me e
catalog files HLA Fusion-
having the LS2A01NCE_006_02 Ll .;:1:?
5057 07207
same or LS2ADTNCT_006_02
greater LS2AD1NCE_006_02 o
bead T30 -
matches.
=l

6. Following catalog validation, the system may ask you if you would like to associate that template
name with the catalog.

Do you want to atseciste the followng template rame and
catalog?

This means that in the future, for any CSV files referencing
this template, the system automatically selects it; you can
select a different catalog for the CSV file, though, before you

Templatehiarmne : LSMI2_010_00
CatalogiD T LSMI2_010

import it. I
Note: If you want to see the selected negative serum, (NS) sample overlaid with the default
NS for the current sample, you must do so before you import the session.
If you pick a Class I Single Antigen CSV file and a catalog with W6-32data <] spywez

in it, the Apply W6-32 check box displays. If this check box is displayed,
you can choose whether or not to normalize the imported data for W6-32
by selecting the check box.
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You must import a LABScreen Single Antigen catalog type and a CSV file containing W6-32 data to apply
W6-32 normalization.

7. When session and sample information has been verified, click the Import button. The
session is displayed in the Navigator tree on the right for subsequent analysis.

You can continue importing Luminex session files, or you can click a session on the Navigator to start
analysis. Either way, you can navigate between sessions and samples in various ways during analysis.
LABScreen Session Summary Screen

In the Navigator Tree, click on a Session Name. The Session Summary Table is displayed.

Click to display the LABScreen Batch Report

( Clickto - Class |, Il and MIC donor PRA
open the ik A
Field summary | Report A
Session : LS1AD1_001_G1_G2_Test! Catalog : LS2A01_008_00 Session Date: 12/28/2012 Luminex: Luminex - Version 1769 Number of Sample: & £ \
Chooser.

Class |
Donor
PRA

MIC
Donor
PRA

Locallp | Genfirm| Confirm | Min gl:::r"
PRA

L7 Position | Sample 7| Patient ale | User

» A LS-Samplel? 82012 | <NONE> 20173 | 15623
4

LS-Sample18 122872012
8.4211AM

<NONE> 7 | 24716 [ 29.261
9

SamD\eTB

LS-Samplel9 | | 12282012 | <NONE> | oli

B el Choozer s

=
- 84 5181 | 25373 | 48892
Ls- 5 1202872012 | <NONE> [ oli fal % 167.33 | 28302 | 16914
Sample20 ¥ Analysis Date 9
-
-

LS-
Sample19

A=Y

8:42:11AM
Fi NC NC [ Analysis User 122682012 | <NONE> [ cli
T Catelog 8:42:11AM

122282012 | <NONE> | oli

¥ Class | Donor PRA 84211 AM
T Class Il %PRA/ %54
[T Classii+-
¥ Class Il Doner PRA
T Class ll Epitope
| T Class Il Final -
[T ClassiiTai
¥ Comment
W Confim Date
¥ Confirm User
¥ Family A4}

74 54.08 | 1601.5 | 29615
8

PC PC

87 100.12 | 25436 | 25406
1

<

LABScreen Session Summary Screen

o Doub%e-click a sample in the Summary Table to go directly to the analysis screen for this
sample.

e Scroll left and right to see all the columns of the Summary Table.

¢ Click on the Field Chooser = button to the left of the table headings. The Field Chooser
box displays. You can select or clear the check boxes next to column headings to include or
exclude those columns from the Summary Table. Selecting or clearing check boxes in this
window instantly updates the table.

¢ (lick the Auto Accept All button to allow automatic assignment and acceptance,
(both Tail and Epitope) of results upon import.

Note: If you do not see a particular field available through the field chooser, and you are sure
it should be there, go to C:\HLA Fusion\temp and delete the file named X X X(antigen
type) _Layout.xml. For a list of the names used to represent the layout files for the
different screening antigen products, consult the section, Session Summary Layout File
Naming.
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e The session summary table columns and order can be modified =]
and your selections saved. When you exit the Field Chooser, a
pop-up message displays, asking whether you want to save any
changes you made in the field chooser. If you select Yes, only
the selected columns display on this same computer until
further modifications are made and saved.

Note: Two columns of session data will always display, even if you save the field chooser
settings: Sample ID and Well Pos.

¢ In addition to the Field Chooser, you can click on any column header in the Summary Table to
sort the table by that column. The arrows in the column header indicate the sorting order—up
- for ascending and down ¥ for descending. You can also click on a column header and drag
and drop it to change the column order.

¢ (lick the Export button to save the Summary Table as an Excel, (*xIs) spreadsheet on
your computer, or on the network, (the default location is C: \OLI FUSION\data\report).

¢ The Print and Preview buttons displayed here provide functionality similar to
other HLA Fusion programs.
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Using the LABScreen Mixed Analysis Window

For each LABScreen Mixed sample in the current session, you can view the test data, adjust cutoffs,
assign screening results and more:

o Review data and make overall assignments

o Circle antigens in the specificity table

e  View molecular specificities

e  View Class I, Class II and MIC screening results

e Adjust cutoffs

o Review a raw data table for all beads in the sample

o Overlay the negative serum sample on the current sample

¢  Add comments, mark the sample for more testing and view a sample analysis report
o Save and confirm results

The LABScreen Mixed Analysis Screen:

multiple antigens by listing each

one separated by a space.) Analysis tools

Antigen search (Find

| % i ] o

= —

9154 ClassT 1g7| Classll

118.5) _ 125 - e .

58 . 912 .
\ ,

Specificities

Class | n Classll Mic
CenEIE AT el ComputerAssignment Positive ComputerAssignment  Positive
Statistics Final Assignment ' Positive Final Assignment & Positive
table € Negalive € Negaive
© Undetermined © Undetermined
g’v";t":n"ff 5| — EFM ‘;'_Rawuata‘ Save>> || Confirms>
1 /1 S . L S N
The tabs User System Click to display Save Confirm
displayed change comments Comments Raw data for assignment assignments
depending on each bead

type of kit used.
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Note: If you prefer to make Graph Raw the default view when you access the LABScreen analysis
window, go to the LABScreen product configuration settings and select the check box next to Display
Graph Raw by Default.

e Both HLA Class I and Class II are displayed in a single window on the first tab of the screening
results. MIC results can be accessed from a subsequent tab. Analysis results are either positive,
negative, or undetermined.

¢ The normalized value is displayed using the ratio formula for each bead in the sample.

e Beads coated with Class I antigens are listed on the Class I histogram on the left side of the
Class I/1I window, and beads coated with Class II antigens are shown on the Class II

histogram on the right side of the window. The X-axis labels show bead numbers, and the Y-
axis labels list ranges of normalized bead values for each histogram.

Bar Colors:

o Positive = I
¢ Negative = I

¢ Undetermined = Iy

Find Antigen

Enter single or multiple antigens to circle the antigen(s) on the specificity, (center) area of the
analysis window.

1. From the analysis window, type antigens, separated by a space, into the field next to the Find
Ag (Antigen) button. The antigen strings you type in must match the antigen

displayed on the window.
The Find Antigen Field
‘—h ] : h :“ "B k4 l. L) # e
Cw7 Find Ag
M
- -
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Click the Find Ag button to circle the entered antigens.

Note: If the antigen entered is a broad antigen, then its split antigens will be circled. For
example, if A9 is entered, then A23 and A4 will be circled.

You may also click on any of the boxes in the CREG Bar, (as shown above) to circle the antigens in the
Specificity area without having to type the antigen in the Find Antigen field.

w = P - @ @ = = = = - ~ r o B s fx o
wn o @ ] ] @ wn ]
(&} w — (2] [ =3 w
cn o a cn & ) o ] ] a

%] [ [ %]
L=z} il =1 =l £y L] =1} ==l = R =] L] B il Fa =l L] L]

., To highlight antigens

S w o w w = o = w = =l @
here...
= o o = = = = = = r = = = o o = = =
. [+ = = (5] IS = = = = w IS
DG8 (DOE (DQF (DOE (DG5S ([DO4 (DC2 (DRE [DRIZ ( DR11 [DR14 [DR4E (DR1E [ DRAT (DR1E | DR15 (DR |DRF (DR4 | DR | OR 102 DR1 i:l:lElékany
DR52 |DR52 |DR52Z |DRS&2 |DR5Z |DRS52 |DRS1 |DRS1 |DR52 |DRE3 |DR53 box here
f

Epitope Analysis Results I Final
FInc... Spec. >= ¥i < XE Mean (Raw) Hidden Spec.
100 DR 4 0 T268.53 H L
100 = | > | DR& 4 o} 6603.6% b4 =

View Molecular Typing for Antigens

Imary | LS Samplel7

1. From the analysis window, select the DNA check box below the -} CRe

Sample Name at the top to display molecular typing for the
antigens in the sample. Note: Antigens will now be highlighted by
diagonal boxes in the Specificity area.

7 A = A =]
a, g =1 G; 21

\\

Molecular typing is displayed in Purple in the central, specificity area of the
screen.

Clear the DNA check box to return to the display of serological specificities.
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View MIC Antibody Screening Results
Select the tab labeled MIC to review MIC results for the sample.

1. From the analysis window, click the MIC tab to display MIC screening results.

MIC Antibody Analysis Screen

MICA

MICB

Class 1 &1l mic I

To return to Class I and Class II results, click the Class I & II tab at the bottom, left.

Adjust Cut-offs

You can change the positive or negative cut-off value for each sample by clicking and moving the cut-
off lines on the histograms. However, you can change only one threshold cut-off at a time.

¢ From the analysis window, click on the cutoff bar, and drag and drop it up or down the bead
graph to re-analyze the sample with a new cut-off value.

2
1o ClassT g | ClassTl

EEE e —m( O Positive cutoff

| lowered to 0.9
MHHH : i
I N ) Negative
s L o UOUOL LB AnAE 'cutoff line

g | ClasTl

S

FEEEER K frrrame == || (1)
pr

Positive cutoff
lowered to 1.3 f
(Red) '

Negative :
cutoff line e
(Green)

Class1& 1l [ic
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Cutoff colors:
¢ The Positive cutoff threshold is colored Red.

¢ The Negative cutoff threshold is colored Green.

Reset All Options to Default
Any changes made can be returned to default values.

e From the analysis window, click the Use Default button in the upper right portion
of the window to return all changed settings to default values. The sample is re-analyzed with
the default values that were used when the sample was selected for analysis.

=18 x|\
Sample Date:
Use Default Hormal =
=

Graph Raw
The Raw Data graph shows the raw Mean Fluorescent Intensity, (MFI) value of each bead overlaid

with the imported NC Serum MFI.
1. From the analysis window, click the Graph Raw button in the upper right portion of

the window to display a raw data graph with background values from the selected or default

NS for each bead.

219
1974 ClassT

Class1&1l
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2. Click the Normal button, (top right) to return to a normalized graph.

Raw Data Table

Analysis information is displayed in tabular form. Positive wells are in Red text. Rows highlighted in
yellow have reaction values over the threshold.

1. To display a sample’s data in tabular form, click the Raw Data button in the lower right
portion of the LABScreen analysis window.

LABScreen Mixed Raw Data Table

Sample: LS-Sampleld Patient: LS-Sample1d Well Pos B1

Session: LS1A01_001_0G1_G2 Testl Current Formula: Baseline Test Date @ 1212812012 8:42:11 AM

Catalog: LS2A01_006_00 Min. Region Threshold: X6 Formula: Im

HC Bead: 1 Hegative Control Sample:  OLINS Min Value : W
BeadID / | Sample Raw Sample NC LSNS Raw LSHS NC Baseline | NBG Ratio Rxn | Count | S1 52 53 54 55 S6 ST 58 Molecular Specificity
001 24.47 24.47 234 234 0 1 NC 841
00z 247169 84.47 1337 231 0 0.06 PC &7
003 28184 B4.47 106.9 231 337 0.7z 1 85 DR1 DRE1*01:01 - -,
004 423138 84.47 152.1 231 40173 781 6 208 DR1
.U‘U‘E SB?;‘.M - 34.47 103.8 23..1“- 2808.74 ‘3.‘6¢‘ 3 184 DR103

ot ™ e e
b i i el i i e A b s " e - M e i e e e et

07T 50213 84.47 256.1 231 184 66 054 2 485 Das
078 o7z 84.47 2755 231 o on 1 420 Das -=-~~D0QA1%01:02,- DQB1*08:09 -, 2
079 14267 2447 4087 231 0 0.1 1 310 or2 - -~ DPA1*02:01,- DPB1*02:02,-
080 19.67 84.47 259.9 231 0 0.13 1 445 DP13 - DPA1*02:01,- DPB1*13.01,-
082 137.58 84.47 2312 231 0 0.16 1 274 oP15 -, DPA1*02:01,- DPB1*15:01 -
083 6891.33 84.47 1412 231 6683.76 13.3 & 213 oP18 - DPA1%02:01,- DPB1*18.01,-

2. Click on a column header, (i.e., Baseline) to sort the table by that criteria.

3. Click the Close ¥ button located at the upper right corner of the screen to close the Raw Data
Table window and return to analysis.

Raw Data Report

For easier navigation, exporting and printing, you can create a report containing raw data information for
the current sample.

1. Once the Raw Data Table is displayed, click the Report button in the bottom right
portion of the Raw Data Table window to display a report of the raw data.

You may also use the Print Screen button to export data.
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Statistics Table

This section of the LABScreen Mixed analysis window is in the lower left corner of the window, and

displays statistics for each type of screening results. The values shown vary according to the screening
results tab that is active.

LABScreen Mixed Statistics tables

Class 1&11 | mc | ClassI&8 mic |
Statistics Statistics

PC:- (002)20%0_9
NHC:(001)4_02

PC/HC: GB2Z0O_13

HC Threshold (CL1): S0(50)
HC Threshold (CL2): S0(50)
Cut—off Default Current

PC-(002)2090.9
NC:- (001)4.02
DC/NC:- 520.13

Cut—off Default Current

CL I +ve 1.5 1.5
CL I 1.3 1.2 MIC +tve 1.5 1.5
CL II +ve 1.5 1.5 MIC -ve 1.2 1.2
CL IT —ve 1.2 1.2

NC Threshold (MIC): 50(50)

Making Assignments

The Final Assignment radio buttons display the Fusion-suggested assignment. To accept the
assignment as displayed, save or confirm the sample.

To modify the suggested assignment, do the following;:

¢ From the analysis window, select an assignment for each class using the Final Assignment
options, (Positive, Negative or Undetermined).

Class |
Computer Assignment Negative

Final Assignment " Positive

¥ [egative
" Undetermined

Class |l
Computer Assignment  Positive

& Ppositive
{”~ Megative
" Undetermined

Final Assignment

MIC
ComputerAssignment  Negative
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Saving Assighments

Lab technicians and supervisors can save analysis results for further review and approval. Saved
samples are available for confirmation only by a lab supervisor

¢ From the analysis window, click the Save button, located at the bottom right corner of
the analysis window to save analysis results for all the specificities currently listed in the
Final Assignments field.
After clicking the Save button, Fusion automatically moves you to the next sample.

For confirmation, a supervisor needs to access the sample for which you saved the assignments. You
can return to the sample any time prior to confirmation if you need to make changes.

Confirming Assignments

Lab supervisors can confirm analysis results. When they do so, samples are marked as Confirmed.

The Confirm button is Purple when you view a confirmed sample.

¢ From the analysis window, click the Confirm button, located in the bottom right
corner of the window, to confirm all analysis results that have been saved in the Final
Assignments Results box.

After confirmation, Fusion automatically moves to the next sample to continue confirming results.

When you first return to a confirmed sample, you'll see that the Confirm button is now
shaded purple to signify that it has been previously confirmed.

Adding Comments to Samples

Sample comments are displayed for the sample’s results in the current analysis session in all analysis,
data look up, and reporting functions in HLA Fusion.

¢ In the analysis window, type sample comments into the Comments (System) field below
the Assignments area.

¢ Or, double-click in either field to display a pop-up window that allows more text characters to
be entered.
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Comments,
(System):

1
A Sample Comments =10] x|

Type your own comments in this area
Double-click in

either text field . -
System comments automatically added here
to open the larger |
comments window y

Flagging a Sample for Further Testing

You can indicate the need for further testing of a sample by selecting the More Tests check box and
saving. The More Tests indication is displayed in results, data look up and reports for the sample.

— ]

¢ In the analysis window, select the More Tests check box
below the Assignments area if more tests are needed.

,+| V¥ More Tests Raw Dat

er 3.0.0

Printing the Current Analysis Window

The Print Screen button on the Fusion toolbar sends the currently displayed analysis window to the
default printer.

kports Data Samgle Path

2 Q-1 4
e From the analysis window, click the Print Screen button on the - :
toolbar to print the current analysis screen. Brint Sereen
e Ttis printed to the default printer you have selected for this B
computer.

Previewing and Printing Reports

To view or print an Antibody Screening Mixed Data report for the current sample, use the Preview
Report button on the toolbar.

¢ In the analysis window, click the Preview Report button 2] or Print Report [ button to
display a list of reports you can print or preview for the current sample.
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Reports available to preview or print

Reports Data Sample PabentInfo  Profie

Patient Summary

Patient Custom

Antibody Screening,/ID

Antibody Screening Results
Antibody Custom

Product Compare
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Using the LABScreen PRA, Single Antigen & Singles Analysis
Window

There are several tasks you can perform from the LABScreen window for PRA, Single Antigen, and
Singles product analysis:

e Review data and assign specificities

e Circle antigens in the specificity table

* View molecular specificities

e Adjust cutoffs for the sample

e Graph raw data

e Exclude an antigen from analysis

e Sort antigens for Single Antigen samples
e Make tail or epitope analysis assignments
e Manually enter an assignment

e Assign a sample as negative

¢ Add comments, mark for more testing and/or view a report for the current sample.
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Sample Zoom
Info Control

| |
Click to go i << summary | < [ciPos o [=]B]bA <5 o * P
toAb "= &0 [Fmcag | sortag [inciAg]vcw wfusl SRR, i) ¥
tracking — — L S
e X8 T X2
i III_I_“I Ilngy HnaRgn aganas 1 —— e
A % ‘2. Rt %% %% %Lt B %% % 5 5
epe eie B8 L) * - L3 = i I LR G . B - = &
Specificities i * e *r B
- T
Statictics | |+ ik
Table s
B4
Lists eI wb, & xo ok w i G0 o e i v s . [ ve]
- = LABER ASSETENT
eXCI'Uded Formt s = — + [ i e Voo B ageve Samgie W | 2y IR T8 | e oai | B
antigens f T— ’ ncceptania / Tﬂ
4 7 \ /7 7 \/
Select a For a user Click to open Comment Check if more For results Save/
normalization  defined cutoff the donor fields tests are as raw Confirm
formula here selection screen required data assignments

If you prefer Graph Raw as the default view when viewing the LABScreen analysis window, access the
LABScreen product configuration settings and click the check box Display Graph Raw by Default.

CREG Table

The CREG Groups are displayed at the top of the table, with the specificities for the group displayed
below. Specificities are highlighted in one of the following colors.

Note: If you want to hide the display of the CREG bar, click the CREG title at the top of the
window. A dialog box displays asking if you want to hide the CREG bar. Click Yes to hide
it. To re-display it, click again on the CREG title and click the Yes button to show it.

¢ Purple = positive assignments from the Epitope Analysis Results box
o = Tail assignments that are masked by Epitope analysis
¢ Blue = Cw assignments

¢ Green = Bw4 and Bw6 assignments
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E

¢ C(lick a CREG group, or R EEEREEEEEE
antigens to circle the

corresponding S A e R T

specificities.
Bl oo o 5.5 % %
e Right-click an antigen - '
tomove the specifieity | =1
to the Final Cl o e e e e 2. . .%%.%.

Assignments box.

1C{10) 1C{19) 1C 2C 8C

NN R R - N - R E R S R L R N R 0 N N

e e 2 |5 s 18 Jel e
Do the following if you want to use a different CREG table: —

¢ (Click the LABScreen home page button,
or select Utilities > Antibody Product Configuration

> Set Analysis Configuration.

From the Home page, click the Edit link to display the
Analysis Configuration Settings menu.

I JL T JL T

O Display Graph Raw by Default

Select a table from the CREG drop-down list.

Click the Save button at the bottom of the menu.

Note: For information on creating or editing a CREG list, review the section, Managing CREG
List Information.

Find Antigen
To enter multiple antigens, use a space to separate each entry. All entered antigens are circled in the
specificity field.

Clicking on the labels for Tail Analysis Results, Epitope Analysis Results, or Final Assignment fields
circles all specificities listed in the selected results field.

Clicking the Excluded Antigen field label circles the excluded antigens.

If you use the Find Antigen feature while the window is displaying molecular specificities, you are not
able to see the circled antigens until you deselect the DNA check box.
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1. From the analysis window, type antigens or CREG groups
(e.g., 1C or 2C) into the field next to the Find Ag (Antigen)
button.

| A11 A23 B39 Bwe] |“"dA9 I

4. Click the Find Ag button and Fusion will circle the entered antigens or CREG groups.

Click the Find Ag button again to remove the circles from antigens in the specificity field.

Change the Lab Scale

The maximum value for the bead graph scale, per the baseline, user or raw data formula can be
modified from the analysis window. To do so, follow these steps:

e Right-click in the background area of the analysis window, just above the top value of the y-axis of
the bead graph.

Right-click in the light blue area to change the Lab Scale.

— —

: =
’J [Fndag [ sortAg |Exc.ag |Bew Cowa GREG- OLI X6 v Use Default | Graph Raw
L

8 80 QA At £ E

LAE Scale Find Ag Sort

| setMaxsck b [0 | o

e Select Set Max Scale.

e Type a new value in the Scale field and press the Enter |<** key on your keyboard.

To return to the LAB Scale value, follow the above steps, but select the LAB Scale option.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 172



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

View Molecular Specificities

Molecular specificities are displayed in the specificity field of the analysis window, and can be used to
make allele assignments. Screening results are displayed and saved as serological specificities.

1. From the analysis window, select the DNA check box near the top of the Analysis
Screen to display molecular specificities.

Clear the check box to return to the serological specificities.

Molecular specificities are displayed when the DNA Check box is selected.

O £ FEEE

Adjust Cut-offs

You can change a threshold cut-off value for each sample. You can only change one threshold cut-off
at a time.

1. In the analysis window, click on the threshold bar you want to adjust.

2. Drag and drop the cut-off bar to adjust the cut-off and re-analyze the sample.

Adiusting Threshold Cut-offs

o

||II \xs:lzny.ssl.

12

&0
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Select Minimum Positive Threshold

You can change the minimum positive threshold by using the pull-down menu above
the bead graph.

From the analysis window, select a new positive threshold from the
Threshold drop-down list, (next to the analysis tools near the top of the
window). The sample is re-analyzed according to the new threshold. The effects
of the threshold change are displayed in the result boxes.

Change Normalization Formula

By default, LABScreen analysis uses the Baseline normalization formula. You can change the
normalization formula used in analysis to any of the following: Ratio Scoring, Mixed and Raw Data.

When using the Raw Data normalization formula, the sample negative control is shown as a black line on
the Bead reactivity graph. Changes apply only to the current sample.

From the analysis window, select a new normalization formula from the Formula drop-down

list. The sample is re-analyzed.

Normalization Formula Selection

Formula: j bl
Baseline
Mixed Formula

Ratio Scorin L Ia
nh |ser CutCHf (Baseling)

User CutOff {Raw Data)
User CutOff {Ratia) I_

00 | Classi: [

ca

=T
(]

Exclude Antigen(s) from Analysis

All antigens entered are excluded from analysis. To enter multiple antigens, use a comma to separate

antigen entries.

1.

From the analysis window, click the Excl. Ag. button. The Exclude Antigen pop-up box is

displayed.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0)

174



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

<< Summary | < MASTERSFOBERT 120406 =& P S
= (o7 |Findag | Sortag | Exd ag |4 ow Oown amE0-0L
200U
I8 M€ K4 Xz
i zxclude Antigen ===
Go0o}-
Antigene to be Excluded: {e.g. A1,MA23,B65 ...|
Excludc Maticnt Typing
2000}
o aK || Clear L
J’-‘-Eu%tﬂwﬁﬁwﬂﬂﬁﬂﬁif—*{ﬁj&ii}éﬁ g .

2. Type the antigens to be excluded and click the OK button. Note: the

use of wildeard characters, i.e. * is not allowed here.
If you change your mind and click the Clear button, your entries will
be deleted and you’ll see this message:

The sample is re-analyzed, and the excluded antigens are listed in the Excluded Antigens field under the
analysis statistics box.

A% o . 34 K

[E K§f 3745.78 3745.7H

k ¥8 fai1 53 ssnn sl Toinclude all these antigens again, click the Excl. Ag button
;' '; 1;:‘?’; : sifies B A again, click the Clear button to remove antigens from the field, and
‘? | D:z —es e =0 then click OK to re-analyze with these antigens included.

®  Formula |Raw Data

Note: To also exclude all typing antigens for the associated patient, select the Exclude
Patient Typing check box.

Include/Exclude Cw

You can include or exclude Cw antigen specificities from analysis. @ [ e

175

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0)



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

1. Near the top of the analysis window, select the Cw check box to re-analyze with Cw specificities.

Clear the Cw check box to re-analyze without Cw specificities.
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Reset All Options to Default
Any changes you make can be returned to the default values.

¢ From the analysis window, click the Use Default button in the upper right corner of
the window to return all changed settings to the default values for this sample.

e The sample is re-analyzed with the default values.

Force Positive

If a sample has a low bead count, the Force +ve button is displayed, allowing you to force a
positive result by recalculating for allowance of low bead counts.

¢ For low negative control samples, click the Force +ve button to analyze the sample
as positive.

The sample is re-analyzed.

Graph Raw

The Raw Data Graph shows the raw Mean Fluorescent Intensity, (MFI) value of each bead overlaid
with the imported NC Serum MFI.

1. Inthe analysis window, click the Graph Raw button to display raw data graph with
background values.

Click the Normal button to return to normalized graph.
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Raw Data Table

Positive beads are displayed in red text. Rows highlighted in yellow have normalized values that are
above the value in the Min Value box. Changes made to the normalization formula and minimum

normalized value apply only to the raw data table and not to analysis.

1. From the analysis window, click the Raw Data button on the bottom right of the

analysis window to display Raw Data Table.

-1olx|
Sample: 155%/07 Patient : Well Pos @ 5
Session: 20120117_SAGZ_LOT4_ID53 Current Formula: Baseline TestDate:  11/3/2012 11:11:02 AN
Catalog: LS2A01-NCE_004_02 Min. Region Threshold: X8 Formula : Baseline hd
NC Bead: 1 Negative Control Sample: 145 Minvawe: [z2zes
ﬁ;‘“ m""’ :"&""’"’ 'ﬁ:‘:’s ;é"s Baseline ::ﬁo Rxn | Count | $1 5 ST | 58 | Molecular Specificity ~
031 7518.98 105.33 45845 |T1 2900.15 .11 [ 255 Doz -~ DQAT=05:01 - DOB1*02:01 - -
032 777127 105.33 3993 71 374394 1.31 L] 199 DQ2 - === D0AT=02:01 - DOB1*02:02 - - - - -
033 1913.81 10533 1061 71 818.48 1.22 4 178 Do4 --~-DQAT*0Z:01,- DAB1*04.01
034 5281.38 105.33 28625 |71 2384.55 1.24 ] 183 Do4 - D0AT02:01 - DOB1*04:02 - - - - -
035 4014.41 10533 23755 |71 1604.58 1.14 4 210 Do4 -~~~ DQA1*04:01 - DOB1*04:02 - - - -
036 96.18 10533 a3 71 ] 078 1 161 DQs --==D0A1*01:01 - DOB1*05:01
037 1052.01 10533 603 71 41468 1.18 4 182 Das --~-DQAT*01:0Z - DAB1*05:02 - - .- -
038 T778.55 105.33 413% 71 3605.22 1.27 ] 231 DQs ===~ D0A1*01:03 - DOB1*06:01 - - - - -
039 1660.79 10533 1140 71 4865.48 0.88 4 200 Dos -~~~ DQA1=01:02 - DOB1*06:02, —
040 1081939 |105.33 86375 |71 4147.58 1.1 L] 100 oar - === D0A1503:01 - DOB1*03:01 - - - - -
041 15959.16 |105.33 1037... |71 5546.33 1.04 8 174 Dar -~ DQA1503:03,DQA1*05:05,0QB1°03:01,~ - - -
042 16388 4 105.33 M07... |71 5278.57 1 8 204 par - === D0AT*06:01 - DOB1*03:01 - - - - -
043 164555 105.33 1022, |71 6197.67 1.08 8 145 Dos -~~~ DQAT=01:01 - DOB1*03:02 - - - - =
| Report || Print Screen || Reset | | Close

LABScreen PRA/SA Raw data table

Click on a header to sort the table by that category.

Note:

(lowest value of a positive for the current sample based on the selected reaction

threshold) so it correlates with the new formula.

You can select a different formula from the Formula drop-down list, (either baseline,
ratio scoring, or raw data), but if you do this, you must also adjust the Min Value

2. Click on the P button located at the upper right corner of the table, or the Close button to

exit and to return to analysis.

Raw Data Report

For easier navigation, exporting and printing, you can create a report containing the raw data

information for the current sample.
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1. Once the Raw Data Table is displayed, click the Report button on the bottom right
portion of the Raw Data Table window to display a report of the raw data.

Displaying DSA (Donor Specific Antigen)Match/Mismatch

By clicking the M button, you can display all the DSA match/mismatch information for the patient
associated with this sample and the donor(s) associated with the patient.

Note: If you do not have a patient associated with this sample, you will receive a warning
message, and will not be able to display any DSA match/mismatch information until you
associate a patient to the sample and at least one donor to the patient.

To display the information, take the following steps:

1. Click the M button, (next to the T button on the right). If you have a patient associated with this
sample, the DSA Match/Mismatch window opens.

X6 ‘ Use Default | Graph Raw | =
=

1 & DSA Match/Mismatch =
Patiert o
PatientiD 120208

If necessary, select another donor from the Donor
ID drop-down list.

Molecular
Typing

Sero
Typing

Donot g : T
ﬁmm D Use the # or = buttons to expand, or collapse the
1| e il SRR table.
Sero
= Typing A @ o i
et Assigoment The colors on the table mean the following:
- ; ; Htchad Ay e Green: represents a matched antigen.
@ rag a column header here to group by that column BEEa s
Mismalched Ag
in Final .
] | R o : represents a mismatched
s antigen that has been confirmed in the

assignment ||+ ¢ o0 oo e

final assignment.

¢ Yellow: represents a mismatched
antigen that has not yet been
confirmed in the final assignment.

Collapse All

Close

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 178



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

Adding Comments to Samples

Comments you or the system add to the Comments field are displayed with the results in the current
analysis session, data look up and reporting functions in HLA Fusion.

1. In the Analysis Window, type sample comments into the Comment field below the
Assignments area.

Comments are saved when you click Save.

Flagging a Sample for Further Testing

You can indicate the need for further testing of a sample by selecting the More TestsMcheck box
and saving.

The More Tests indication is displayed in results, data look up and reports for the sample.

¢ In the analysis window, check the More Tests check box, located below the
Assignments area.

e The Test Selection window is displayed.
e Select the check boxes next to the additional tests you want run.
e Enter a name for the test list you are creating.

e Click Save to save the test list and return to the analysis window.

Printing the Current Analysis Window
The Print Screen button prints the currently displayed analysis window.

¢ From the analysis window, click the Print Screen [££] button on the toolbar to print the current
analysis screen.

Previewing and Printing Reports
To view or print a report for the current sample, use the Preview Report button on the toolbar.

¢ In the analysis window, click the Preview Report button [“Z] or Print Report button [ to
display a list of reports you can print or preview for the current sample.
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Reports available for preview/printing
Pata Repor's Data Sample Patentinfo Profle Ub

8 a%u QA Adl 4 &
wr l Patient Summary ?M[I
~— |

- -

a8

a

b ]

N

Patient Custom

Antibody ScreeningfID
Antibody Screening Results
Antibody Custom

Product Compare

Note: If you select Antibody Custom, you are not be able to create a new custom report at
this point. The only custom reports available from the analysis window are ones you
previously created through the Reports window.

Making Final Assignments

Final assignments can be made from either the Tail, (not applicable to LABScreen Singles samples) or
Epitope results fields.

Note: If you want the Mean, (Normal) of positives to be used for Epitope analysis, instead of
the Mean, (Raw) of positives, check the setting Use the Mean of Normal on the
LABScreen PRA, Single Antigen and Singles product configuration screens.

From the analysis window, do one of the following to make assignments:

® Double-click an antigen specificity in the Tail or Epitope Analysis results box to assign the
specified antigen to the Final Assignment list.

® (Click to highlight the specificity and click the Assign Single Z |button to move it to the
Final Assignment list.

Click the Assign All [*Z] button to the right of the Tail or Epitope list to move all the current
results on that list to the Final Assignments area.

® Right-click on a specificity, or CREG group on the CREG Table to assign it to the Final
Assignments area.

Manual Assignments

Manual assignments can be entered in the field below the Final Assignments results box. Enter
multiple manual assignments simultaneously by leaving a space between each specificity.
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From the analysis window, type a manual antigen specificity assignment in the field under the

1.
Final Assignment box.
&C 12C Bwd | Bwb
--] m m -] |--] |--] m m m m -] --] --] m --] --] -] -] m m m
EEBE2EIEEEEIEEIEIZEIEIEEIZIEEIRBIEIE R
ErEEEEEEEEEEEEEEEER
Final Assigmment I
Spec.
:| 474
> || a33 .
ZI sce Assign
" Button
Manual
= |BB4 || ~ |Astsign—ve |

Assignment =
Field Other Assignment: |

Background Megative Sample NC |‘ [] More Test | Raw Data " Saves> |

| Manual Assignment {Space Separated} h

Combine

kble |

2. Click the Assign button (A), just above the Manual Assignment field, or press the Enter E key
to add the assignment to the Final Assignment results box.

Assigning Negative Sample Values
You can assign a negative value to a sample even if analysis shows some positive results.

From the analysis window, click the Assign —ve button, (located just above the Manual

[ J
Assignment field) to force the sample to have a negative value.

Removing Assignments

Specificities can be removed from the Final Assignments results box. You can remove more than one
specificity by holding down the Ctrl key and clicking each specificity you want to remove.

is window, click to highlight specificities on the Final Assienment list, (hold

¢ From the analy[ﬂs
down the Ctrl & key to select more than one) and click the Remove L=< | button, (located

below the Final Assignments results box).
Saving Assignments

Lab Technicians and Supervisors can save analysis results for further review and approval. Saved
samples are available for confirmation only by a lab supervisor.

¢ From the analysis window, click the Save button, located at the bottom right corner of
the analysis window, to save the analysis results for all the specificities currently listed in the

Final Assignments field.
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Fusion automatically moves to the next sample.

For Confirmation, a supervisor needs to access the sample for which you saved the assignments.
You can return to the sample at any time prior to confirmation if you need to make changes. Click
the Reanalyze button and then the Save button again.

Confirming Assignments

Lab supervisors can confirm analysis results. When they do so, samples are marked as Confirmed.
The Confirm button is Purple-colored when you view a confirmed sample.

¢ From the analysis window, click the Confirm button, located in the bottom right
corner of the window, to confirm all analysis results that have been saved in the Final
Assignments results box.

Fusion automatically moves to the next sample to continue confirming results.

When you first return to a confirmed sample, you'll see that the Confirm IS 1,1 tton is now
shaded Purple to let you know it has been confirmed previously.

Getting Tail Analysis Values (Except Singles)

Tail analysis values can be displayed in the analysis with the final .
assignments, but are not stored for look up or reporting. dE

i
Lo
il

i

M| T
¢ From the analysis window, click the T button, located to the upper
right of the Final Analysis results box, to display tail analysis
values in Final Assignments results box.

[Get Manual Tail Results

Donor PRA (Except Singles)

You can display the percentage of PRA from available donors in the system or from selected donor
groups who match the computer-assigned antibodies for the current sample.

Note: To select a donor, or donor groups, click the Donor PRA button. You can also auto-
select groups by selecting Utilities > General Settings. To create a donor group, select
Patient Info > Manage Patient, select Donor in the Patient/Donor field, and fill in the
donor group field.
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1. For Single Antigen or PRA analysis, click the Donor PRA Ceeee x|
(DPRA) button. A pop-up box displays the percentage of S Donor PRA. 0
matching donor PRA and the total number of donors that were @ ¢ ofDonors : 1

considered in the calculation.

OK I Cancel

Click OK to close the box. The percentage and number of donors remains
displayed next to the Donor PRA button.

/
" / r -

| User Cutoff 0% (1) CPRA
""" Comments/
(System):

Calculated PRA

You can perform Calculated PRA (CPRA) analysis by clicking on the CPRA button, found to
the right of the DPRA button on the lower left panel. Clicking the CPRA button will calculate PRA
(UNOS calculator) using unacceptable antigens assigned to the patient record.

Final As=signment

From within the Final Assignment box, select several anti-
Copy Final Assignment gens by highlighting them, then right-click and choose “Add
Add Unacceptable Antigen . Unacceptable Antigen.”

Add Acceptable Antigen

Now, click the CPRA button.

10 80 0 0.28 100 B49
10 80 0 D.28 100 Cwils The percentage score will
10 80 0 0.28 100 . Cw2 appear next to the CPRA
button. The list of selected
CPRA | 38% as of /2002015 .
antigens appears below to
Comments/
[System): the left under the System
Unacceptable |313f¢;w13foﬁﬁfon5 < Comments area.
Antigen
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Choosing Minimum Positive Threshold Cutoffs (Except Singles)

You can set the minimum positive threshold cutoffs to use with any LABScreen PRA or Single
Antigen sample. To set the cutoffs for X8 - X2, review the section Changing Antibody Screening
Analysis Configuration. You can then switch between the OLI provided cutoffs and the ones defined
through Fusion by doing the following:

e To choose user-defined cutoffs, select the check box next to User Cutoff : ! i
e To go back to using the OLI cutoffs, clear the User Cutoff check box. j:l Ll S
Hiding Tail Analysis Values (Single Antigen)

You can choose to hide the display of Tail analysis values from Single
Antigen sample analysis, but these values remain stored for look up or

. O Auto Accept Al
reporting. L

Hide Tail Analysis Window

1. Select the Utilities > Antibody Product Configuration |-
> Set Analysis Configuration menu option. -

2. Select LABScreen Single Antigen from the Product Type drop-down menu at the top
of the display.

3. Select the Hide Tail Analysis Window check box, located at the bottom of the Single
Antigen product configuration dialog box.

4. Click the Save button at the bottom of the menu.

LABScreen Single Antigen samples imported after this configuration change do not display the tail
analysis assignment area on the sample analysis window.

Navigating Between Class | and Class Il (PRA Class | and | Combined)

For Combined Class I and IT LABScreen PRA sessions, each class is analyzed separately and needs to be
saved separately for the combined results to appear in the database.

Make sure that you have already created a combined Class I and Class IT LABScreen PRA catalog
before you import the combined sessions.

e From the analysis window, click the Run Class I and Run Class II buttons ,

located in the upper left part of the analysis window, to switch between Class I and Class II
results for the current sample.

Sort Antigen (Single Antigen)

Single Antigen trays can be sorted in order of specificity, instead of reaction value.
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1. For Single Antigen analysis, click the Sort Ag. Button.

The graph is sorted by bead number.
2. Click the Refresh button to return to the default graph.

LABScreen Mixed Batch Analysis allows you to quickly analyze a session and save it for later review and
final assignments. You cannot view samples graphically during batch analysis, and no final screening
assignments are made.

e Batch analyze a session
e View the Batch Analysis report

e Save analysis results
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Overview

After batch analysis is performed, the LABScreen Batch Analysis Report is displayed. Results can be
saved, but they need to be confirmed individually.

Save Batch Analysis

Lab technicians and supervisors can save batch analysis results for further review and approval. Samples
are marked as Ready.

1. Click Save>> at the bottom of the report menu to save all samples to the database.

1. Click Exit to close and return to the Main Menu.

Review/Analyze Samples

To let you view batch results in more detail after saving, the Analyze button displays the session in the
Analysis window. Each sample needs to be saved individually if you did not save the batch analysis
session before reviewing the batch results.
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Navigator Right-Click Menu Options for LABScreen

Note:

These options apply to all LABScreen sessions and samples.

There are analysis options available through the Navigator -
depending on whether you are in the LABScreen session
summary view, or on an analysis screen for a sample. - " Catalog

By right-clicking on the Current Session in the Navigator
window, you’ll see menu options that allow you to affect your
LABScreen analysis sessions before, during or analysis.

 Select New Product

HLA Fusion~

Nawvigator

| Growp: & Product ¢ Test Date

J0]B BIAR R

" Session Date

= LABScreen
[-S% MixedLot11

--S& Output_Class|_Singles
27_02_06 LSPRAT&2 LOTOO
012606_LS12_LS IDBES

Reanalyze using Mew Settings/Catalog E§

021305-L5M14 hna lot g_ID&3
0422305L5M12_010_ID534
20080117_SAG2_LOT4_ID52
LS1ADT_001_G1_G2_Testl
022705 CDHD A_ID1530
022708 CD HD A_ID1530_HD

o'
g I‘.
IF‘
e
l‘—!
g I‘.
F‘
e
‘—‘
‘1
F‘
e
‘—‘
v

022705 CDHD A_ID1530_HD

Old Session ID:

20080117_PRA_LOT11_ID5 |

Mew Session |D: |2DDBD‘I1?_PRA_LOT‘I1_ID5D |

Mew Catalog ID: LSTPRA-NC7_010_02

al

ok

L51PRA-NCY_010_02
L51PRANC10_013_06
L51PRANC10_D14_04
L51PRANCID_015_01
L51PRANC11_013_06
L51PRANC11 014 04
LS1PRANC11 015 01
L51PRANC12_014_04
L51PRANC12_015_01
|LS1PRANCE_012_03
L5S1PRANCT_011_02
L51PRANCT_012_03
LS1PRANCT_013_05
L51PRANCE_011_03
L51PRANCE_012_03
LS1PRANCE_013_05
L51PRANCE_014_02
L51PRANCS_012_03

LS1PRANCS_013_05
L51PRANCS_014_02
L52A0TNC10_007_08
L52A01NC10_008_08
L52A0TNC10_003_05
L52A0TNCT1_007_08
L52A01NC11_008_08
L52A0TNCT1_003_05
L52A0TNC12_008_08
L52A01NC12_005_05
L52A0TNCT_007_08

L52A0TNCE_007_08

Fai

=13

ar

Reanalyze with New Settings/Catalog

Allows the session to be reanalyzed using new
settings or an updated catalog. Here’s how:

1. Click the drop-down arrow in the New
Catalog ID field and select a new catalog
from the list.

2. Rename the session, (Sessions must have
unique names).

3. Click the Analysis button. The
session on which you right-clicked is
reanalyzed with the catalog you've
selected.
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Sample-Level Options

There are two menu options that are displayed if you right-click on an Active Sample in the Navigator,
(select sample first with a left-click):
Sample-level Navigator Options

l ﬂ 3-abserum

@) B-laegerman
J 7-den hartog
@l 8-herber(08-12)

Related Records

Side By Side Analysis
) blank3

-l LSNC

:‘v_: MixedLot11

:‘v_: Output_Class|_Singles

— Loooa o -

Related Records

A related record is a record that is associated with the current sample by Patient ID or Sample ID.

Note: This option is also available by using the Related Records toolbar button e,

e Right-click a sample in the Navigator, and select Related Records to load all records related
to the current sample into the Sample drop-down list at the top of the screen. Use the sample
navigation arrows to display the analysis of each related record one by one.

® To go back to viewing the samples in the current sessions, click the <<Summary link at the
top of the window.

Side-By-Side Analysis
Use this option to compare the current sample analysis with one previously conducted.

Note: This option is also available by using the Side-By-Side Analysis ] toolbar button.

Side-by-side Analysis Selection List

2 Select Side By Side Analysis Sample

=101 x|

A XN X

Catalog ID

Sample Patient ID Session

Sherber(08-12)

012606_LS12_L9_ID8E1

L51AD4-NCE_D01_0D2

012606_LS12_19_ID369

L51A04-NCE_D01_0D2

Sherber(08-12)

012606_L512_19_ID8E2

LS1AD4-NCE_001_02

"V ONE LAMEDA ® ® ®
O
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e Right click on a sample from the Navigator, and select Side By Side Analysis. Select a
previous sample analysis from the displayed list to compare to the current one. (The current
sample is displayed with a light brown background.)

e The two analysis windows are then displayed together in a comparison window.

¢ Each pane of the window can be resized and moved independently by dragging and dropping.
Click the Side-by-side Analysis toolbar [i£] button to cancel the comparison display.
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LAT Analysis

The LAT™ analysis feature of the program analyzes CSV output files, manually-entered reaction
patterns, or ELISA results as a new session and can continue the analysis of a previously unfinished
session. Analysis results are based on catalog specifications provided with the software.

There are a few things that should be completed or verified before you start an analysis session:

e Make sure you have the latest catalog files before you analyze. You can download or update
catalogs from the LAT Home Page by clicking on [Dounicad]

e View and modify global product configuration settings before starting analysis. Global settings
are displayed and be can be modified on the LAT Home Page by clicking on, [Et] or through
the Utilities Menu . Global settings apply across all newly imported sessions.

e Save time importing CSV files by verifying that the default URL’s and paths are pointing to the
locations where these files are commonly stored on your system or network. These settings
can be modified in the Utilities > General Settings section of the default Fusion Home

page.

Note: Some of the above tasks require you to have Supervisor Privileges. You may have to
verify with your supervisor that these tasks have been completed.
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Starting LAT Analysis

Acquiring LAT Session Data

There are four basic methods to import session data for LAT Analysis in HLA Fusion:
1. Manual Entryp the data from only one session is manually entered from the keyboard.
2. Batch Entryp> the data from several sessions are manually entered in a series.
3. CSV fileP a properly-formatted CSV file is directly imported into Fusion for LAT Analysis.
4. ELISAPread analysis data directly from the Biotek ELX 800 ELISA reader.

Click the LAT button from the Home Page panel, or the LAT [4 icon on the Fusion Toolbar
to open the LAT program.

The LAT Home page is displayed.

Click to open the
Available Reference
File Update window

Click to modify LAT
global settings.

Place a Analyze Dot Feperts Detn Semple Pabientlfo Pachle (kiities llelp [et 1
chec}l\( ma:k O & TR ECION SR Y WG| - Click to
ere to ; g ; "
include LAt HLA Fusion* | LAT O&iglzhge
previously [ BuchiEun [ M Fran | ot are Gt Manager
H ki e Locm Cataioge Last Updaled IFof Sessione ol lecds Hecenl Ssesicn -
|mported - u...mm:p:v- 2 e 1 £ S0 el E’J g g]
CSV files. 0L TUSIOMN, cota’ aevsioh LAT GomifFA | 3 | TAYE | B e Porsis uiians Erabled Vi e e it
Coyeltiame Cao 1l PRA 1 ARAE | T | = CREG o= O
120408 Cll SA 006_ID2288 Tomd b il 3 | smaes | ] I Eptoos Type: Oesal 0L
[20080116_LSM_LOT13_ID41 5 o | | smars | [ T . it
CSV File 20080116_PRAT_LOTII_IDA2 el : o ' Devie ol Tpns: o
list 20080116_PRAZ_LOTI0_ID43
20080117_PRA_LOTI1_ID50 e Catalog Worksnael — .
LSMICADD1004 i) | BomevpEN Lk bt : ™
.Lalu.l:.qlux“ Tey LATTV. -| ATI4E COE WS
[l Bt T AT k Click these links
-:::’f"""';-”:;ﬁ' |- to display
il it AT » selected catalog,
[ ——— | I | worksheet doc-
[Loveivtn Arnigen Toy 0 AT} | _AT1NI 1% 405 | | | uments.
|Lavsa artigan Dy A1 T | A W | | |
| Lamisda Artizon Ty (AT | ATIZEE 007 WE 4
Note: Open worksheets to verify the accuracy of revision numbers, (these documents do not
contain a revision number in their filename).
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Single Session Manual Entry

To manually enter a single session for LAT Analysis, do the

following;: LAT
Batch Entry ] | Manual Entry
1. Click the Manual Entry button at the top of the LAT [ Unchde Irpated
Home panel. — g
CSV Fle
E

HLA Fusion® CYOOC 2. In the top text field of the next window,

enter a unique name for the new manually-

e e of ansyes sssson” entered LAT Analysis session.

[LAT_20120106142720 |

Seloct Product Ctlo” 3. Click the DownV¥Arrow of the Select

fore] = Product Catalog field and select the

LaTiatn 002.00 B appropriate LAT Product Catalog.

LAT1240 004 00

7 - . .

LAT240 007 0 4. Next, type in the correct Test Date, or click

2 0 02 the Down ¥ Arrow to reveal the pop-up

LAT1288_007_02
Tobn| AT 140, 504 31 calendar and select the test date.
Larntota| LAT 120_005_01
LAT140_006_01
Lambda| LAT140X2_004_01
LAT140X2_D05_01
Lambaal| AT140X2_006_00
. |LATTHD_006_03
LamdR | aT240_003_01

Analysis

QOO0

G T

Lambda| LAT240_004 01
LAT240_005_02 BT (e |
Lambdal ﬁ¥mg§g_g$g_gﬁ [LaT_20120106150035 ]
Lamboal “nTi10X5_ 01100 Select Product Catabog™
Aa| LATM120_005_01
T A TMI20_010_00 [tATeo o0 o1 =
acchal | ATM120_011_00 | o oo T Dt
LATM20xX5_009_01 _
LATM20X5_010_00 [iorie7012 [
T :
Sun Mon Tus Wed Thu Fi Sal
3 W 1 2 3 4 5 6
onl 7 8.5 0 1 o1z 13
: 14 15 R 17 18 19 20 =
5. Chck the Next button. S zzg u 5w 77 P M —
lowbd 28 29 30 31 1 2 3
Lamb 5 8 7 LATL 07 WS

4 5 & ¢ 5 10 o
[ Today: 10/16/2012

ZampleDete 51872015 v| ELISK

e The Data Input Menu displays.
Bottom Szmple (2015051528

A B L 1] E F G H . . .
. This allows you to input reaction values for a new sample.
4] 3] 4] o] [0 2] [3] [4] . .
GGG GIG G G 3] Youcan enter the samples and reactions into a session—a 10 test tray,
GIGIGI GGGl GI ]| ora2o test tray. Data may be entered manually by clicking on each
sGIGI Gl GGGl well, or by obtaining raw data values from an ELISA reader.
s o] [a] [ad [o] o] [4] [] ) ) )
aAnizinininininie 6. Enter a Sample Name(s). A unique Sample Name is required
qnininininininin for analysis. The Sample Date may be changed here if necessary.
S e g o e [ [ e
] G g f e [
o] [ ] G [ B ] A
12

Add New Tray ” Anatyze || + Info
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Manual Batch Entry

To manually enter a more than one session for analysis, do the following:

1. Click the Batch Entry button. Batch Entry Manual Entry
.
A blank Session Summary Screen opens. ™ include imponed
Batch Name: [LAT_20120103082527 Existing Batches: | = Batch Date: | 7132002 x| ~ [10s2012 x|
= . |/Plate: | Test Sample Sample Patient First Last 4 Patient | Date Secondary Tr:
Oass sl semenilin Date” Name™ Date D Name Name | EETICHY ‘.f[]onnr Read Ab At Expire
& Class Il j (rone) ;] - - j :]l - =] -
L | — E :
Class Il T ied
Single Class | 2 B89 a1 i3 i Caucasisn
o5 17 18 19 2 e -1
A 2B M B KV e
2% 29 3 AN 1 Malay-Polmesian
= : Melanesians
[ Today: 10/16/2012 Mesin. i
Mexed
Na-Dene
Orertal
1 Gther | »
U’\'f{'\am
New Batch ‘ ‘ Save | | Nest > | ‘ Close |

Unlike Manual Entry which is limited to just one session, Batch Entry allows you to enter a group of
sessions with the Session Summary screen. This allows you enter data in a tabular format with each row

representing one session.

K. (TR & = Y

Batch Name: [LAT_20120109130451 | Eustry

2. Enter a unique name for this batch, or accept the default
batch name which Fusion suggests.

vl | * =l
Class Catalog™ Session
& |Oessi =|lLaTrs0 005 1 x)|LAT 20 . L
+ L 3. Manually select and/or enter session data beginning
o= with the HLA class, (I, II, Class I PRA + Class II PRA
gnge' PRA - Cassll PRA and Single Class I) at the left side of the Session

Summary Screen and continue to the right until all the
available data for a session has been entered.

The fields with an asterisk (%) are required. This includes the fields that are completed by using drop-
downs, (Catalog Name and Test Date) and the Session ID.
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Continue entering session data as needed. Note that once you've entered data for a session and have

started entering data for the next session, you cannot return to the previous line of session data.
However, after a batch has been saved it can be reopened and edited.

4. When all data for a batch of sessions has

been entered, click the Save
button at the bottom of the screen. The
batch has been saved and is included in
the list of Existing Batches in the
drop-down list at the top of the screen.

LAT_20120109144235
LAT 2012010912517

S— LAT_20120105130203
201201091301 LAT_20120109130451
LAT_20120109143921
LAT_20120105143357

aamo.:e E

ample Patient
ate D
panaotz ~

| -

5. After you're finished entering session data for this batch, click the Next button.

Similar to Manual Input of Session data as discussed previously, the Data Input Menu and the main LAT

Analysis window appears.

Importing CSV files in LAT

LAT
Such oy _ ||

Manual Entry

[T Include Imported

1 C:\OLI Fusion'data'session
File Mame
File Open

2. Select one or more sessions from the Select CSV Files list.

3. Click the Open button.

The CSV Files are now displayed in the CSV File Name List.

1. Click the Folder [J Icon to open the Select CSV Files list.

i
o( )= |4+ - session - Date Reference Files - LAT ~ (&3 [ searchLaT 2]
Organize *  New folder d=z 0 @
a . a
T Favorites = I—I
F‘ﬁ\.atlHJ.csv
i Lbraries 124] lat1288.csv
[ Documents i) AT01112012,c5v
o s 2] L AT01142012 5w
lk=| Pictures -
E‘ Videos 2] LAT01142012b cov
{2 L ATExportsx 15X 2.csv
& Homegroup £24] lathd. csv
b @\a{mixedlDt&st.csv
Z'ZHCD““PU‘jer 120 LATMIXED Test01142012.csv
S (o -
= {24 LAT-TEST2LATM10X5_009_02.c5v =
=0 2 T I— s
File name: j ICSV Files (".csv) j
oA
LAT
Batch Entry | | Mznual Entry

[~ Include Imported

]

=1

C5V File Name:

LATO1142012

LATO11420120

1at1240

lat1288

LATExport 5X15%2
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Note:

You may see CSV files for products other than LAT, or other miscellaneous CSV files. This

means that you must first click on a sub folder for LAT, or that your LAT session files are

not contained within their own folder in the directory to which HLA Fusion is pointing.

4. Click on a CSV file to display its associated samples in the Current Sample/Patient Details
table.

Cument |

LAT

Current Sample/Patient Details Table

Batch Entry

Manual Entry

™ Include Imported

Session 1D : [1at1240

| Date :[10:23/2m2

[10/23/2012 =] Samples s

$ LABType

If a sample is already associated with a patient, the Patient ID and any existing, related patient

= - File Path : [C\QLI FUSIONdata'session'\Data Reference Files\LAT\at1240 csv
=
CSV File Name Catalog ID : [LAT1240_005_01 = [nomAmgt:
LATO1112012
LATOT142012
LATO11420120 o o
sl Wel S ot e Patiert ID Fribe et s Bihricity Patiert/ Donor
?ATND P 1 [Vania Cler Meyer Goldbaum31.03.06 73983 09122012 ~|N |Goldbaum3t Varia Goldbaum Other = |
2 [Emiia de Souza A Vieim12.03.06 73694 teneeuiz [N |Vierm12 Eniis d= Souza Hisparic =] Patient =
3| Maa Laurinds dos Anjos13.03 06 73654 097122072 [N |dos AosT3 Vara dos Arios Hisparic =] Patint =
4 |Wison Zani 06.03.06 72299 08062012 [N |Zan0e Wison Zan Caucasian x| Patent =
5 |Jolo Rodrigues ds Siva29.03.06 73916 ez [N |dsSivaze Jolo d Siva Hisparic =l Botn =
--------- § | Catarna de F Hemmensgldo31 03.06 72852 10012012 =[N |Hemenegidod1 | Catans Hemsnegldo Hisparic =] Patent =
{2} Home 7 | Joan Rodngues da Siva 29.03.06 73916 10032012 [N |dasiva2s2 Joan & Siva Hispanic =] Denor =
8 | Maria da ConcaiAShes B de Lima13.04.06 74475 0212012 w|N s Lmat3 Varia ds Lims Hisparic =] Patint =

information is displayed.

To add patient information, do one of the following:

1. To add data from the system, click the Patient List button.

The Import Patient window is displayed, allowing you to import the patient information file.

D» Import Patient

HLA Fusion~

Patirt List il Nams |

0000 6@¢

Cole—

[import| Local Patient ID._| Category Grp| FamilylD.

[ First Name

| Middle Name | Last Name

B

|0cE

| Gender | Ethnicity | Address

[ City

000000 0¢

Patiot List Fle Nome. |

| s=]
|

Tmport | Local Patient1D_| Category Grp) FamlylD__| FirstName | Middl] Last Name.
¥ | [ [teRe [Humen SERMAINE | Jossie SERMAINE
) [Fumen —|Fitlerous | Wendly [Fitierous
T [aPs30 [Fuman  |FESSUE _|WAKEEM _|F  [FESSUE
T _[TeRGES Humen TERYLAUS |WARCUS _|M__|TERYLAUS
T [DENENY Human i DUANNE  [F_[VY
=g Human [Faraget Elizabeth U [Fersgeti 111-00-1988
O R Human |Bloodstore |Henry K |Bloodstone | 091-00-1987 |
[mjjE) Chavez |Came Chavez 03421334 167 Lagoona Avenue 3 |Faukianeer [P
r 4 [Mankeyward |Sheila Monkeyward  |111-13-4545 218200 asian  |1600 Pennyslavia Road |Cranston Rl
| N=l3 [Stene ey Q  [Stne [blsck [209 Apapa Road i
(sl |Chung oanna M [Chueg asian 201 Kingsway Street [
il Vakemoto |Vakirea M Vakamoto iental |2405 Lions Gate Avenu_|Flags =
O |e2s cHOl Seyong M [CHOI ian |67 Gueens College Ros B
C [eiess [cvoE Hesjoosa S |CHOE cientsl | 1600 Nevads Rosd E
=N 3 PETER M [NE Caucasia |108 Christ Rosd H
< | 3
[ DesclectAn |[ selectAl [[ Reset ][ mpod |[ Close
(UGNE Lamoon @ 00 |

Click the

Browse Button

to locate
Patient

Information
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To manually add Patient Data, simply type data into the patient-related fields of the table.

v

Catalog 1D - |LAT1240_005_01
You can have Fusion assign the Sample ID
to empty Patient ID fields by checking the ™ Set empty Patient ID to Sample
box. for assigning the Sample ID to empty || GGR i Samsle
Patient IDs. - varia Oer Meyer Goldbaum31 03 06 7358
2 Emilia de Souza A Viera13 03 06 73654
Maria Launnda dos Aryos 13 03 06 73654

The system assigns a Session ID by default. Optionally, you can type in a different Session ID.

Curment |

Session ID : [LAT1240-2012101 | Date:|10/2
File: Path - | CAOLI FUSION'data‘session\Data Reference Files\LAT \at1240.csv
Catalog ID : [LAT1240_005_01 =] [NOMAmg::

Note:

A session ID must be unique to the Fusion database. If the session ID already exists, the
software prompts you to rename the session. It is highly recommended that you not use
any special characters in this field since they may serve a specific purpose as field
separators.

Accept the displayed Catalog file, or select a Catalog file from the drop-down list in the
Catalog ID field.

Note:

If you need to import more catalogs, click the Download [Download] link on the LAT Home
page. The catalog drop-down list may not be immediately updated if you downloaded
the catalogs during the current import session. You may need to click the Home button
and then click the LAT button again to return to the import process.

" Product (" Test Date
% Catalog ™ Session Date

Group:

J0jEBIAR N

- LAT1240_002_00
- 88 1aT01112008
When session and sample information have been verified, EJ-LAT140_004 01

. . . - LAT 20120109130107_LAT
click the Import [_mot_|Hutton. The session is now 88 LAT_20120109120203_LAT
displayed in the Fusion Navigator tree on the right side of =~ | 714112000501
the analysis screen for subsequent analysis.

S8 | AT 20120109130451_LAT
& LAT_20120109143857_LAT
: B | AT_20120109144234_LAT
EJ-LAT140_006_01

LAT_20120109125117_LAT
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You can select a session from the Fusion Navigator to view its summary; then select a sample from the
session summary to view its analysis. Or, you can continue importing samples from the Import Sample
list.

5. Inthe Navigator, click on a Session Name. The Session Summary Table is displayed:

& HLA Fusion™ =1 D
XYY I Y= %20
Summary
K Click to Open Field Chooser Session - |at1240v Catalog - LAT1240_007_01 Session Date s.za}ul_ﬁw_sm%a
3PS, Spla 7 Patont posiyss o Gonira A T ) VY Somple Tt
\ ? o & v
R4 459’;33 | [] Cllbno
2] \ Lo | g ao
: i Field Chooser i Svsd s moct
L5 7| Anaslysis Dste - o CL1 s not
e 4] Analysis User saved,CL2 is not
76 Catalog g S:Jg:gflz s nat
4 o cmir :
ran 7] Cless | Donor PRA 0 CL1 s not
#| Class | Epitope saved,CL2 is not
= r— x_T_/
7 Class | Suggested
£l uaasu%r’ﬂw%u 4——— Field Chooser DOHQI‘ PRA
4 Closs I+ Fields
7] Class || Donor PRA
9] Class || Epitope
¥] Class |l Final =
LAT Session Summary Table :
£4 User Name:  robertvan Server Name:  (local)\FUSION_SQL14EXP Database Name:  FUSIONS Ver 401  SID lat1240v
e Double-click a sample in the Summary Table to go directly to the analysis screen for this
sample.
e Scroll left or right to display all of the Summary Table fields.
¢ (lick on the Field Chooser button to the left of the table headings. In this window, you can
select or clear the check boxes next to column headings to include or exclude those columns from
the Summary Table. Selecting or clearing check boxes in this window instantly updates the table.
Note: If you do not see a particular field available through the field chooser, and you are sure

it should be there, go to C:\HLA Fusion\temp and delete the file named x_xX_X (antigen
type) _Layout.xml.

¢ Click on any column header of the Summary Table to sort the table by that column. The arrow
in the column header indicates the sorting order - up for ascending and down for descending.
Columns can also be dragged-and-dropped to change their order.

¢ The session summary table columns and order can be modified. When you close the Field
Chooser, a pop-up message displays to let you choose whether or not to save any changes
you made. If you click Yes, your changes are saved for all future LAT session summaries on
this same computer until further modifications are saved.
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¢ (lick the Export button to save the Summary Table on your computer or the network,
(default locations C: \OLI FUSION\data\report). The fileis saved in Excel (*.xls) format.

Summary Table exported as an Excel spreadsheet

Iz’:"—,;\ l!‘ M) - “l = L& LATMI¥EDTest0114101 23 «ls [Compatibilty Mode] - Microsoft Excel - x
BV =
‘L—/ Home Insert Page Layout Formulas Data Review Wicw Add-In: & - 7 x
A B C D E F G H | J K L ] I\l o B
Masition | Sanple PMatierd  [Comment |UserComment | Analysis Do Analysis Use{ Class [+/- [Class I+~ MereTest |LocallD |ConfrmDate [ConfrmUser [ MinJezdCl{Class |DongClass 11 Dong
1
2 34 TEST 1 FALSE [
3 |12 MEST2 FALSE 0 T
4 (13 TEST2 FALSE [
5114 TEST 4 FALSE 1]
6 |13 TLSTS FALSC [
7 15 TLSTG TALSC 0
g [1-7 TEST? FALSE [
9 [13 TESTS FALSE [
10 |15 TESTS FALSE [
11]1-10 TEST 10 FALSE 0
W 4 v k| sheetr F3 o [ I}
s O e Gl
. . .
¢ Click Print to print out a report of the Summary Table.
. . .
¢ C(Click Preview to view a report of the Summary Table.
-loix
File View Tools
G| o@mRXA Q|00 we - ®[H] @~ dose
M 4 P M ®@
Session : LATMIXEDTes101142012
|| Position ~ |Sample 7| Patient Comment b
i
1-1 TEST1
1-2 TEST 2
1-3 TEST 3
i il 1-4 TEST 4
i i 1-5 TESTS
2 1-6 TEST 6
1-7 TEST7
1-8 TEST 5
1-9 TEST S
= 1-10 TEST 10 LI
Ll » Ll -
| Click and drag up to zoom in or downto zoom out Page: 1of 2 =

Print/Preview Summary Table

¢ In the print preview window, the page view slider on the left allows you to select different pages of
the report.

e The session summary table columns and order can be modified. You can save any modifications
you make to the layout by clicking the Save Layout button. Your changes are saved for all future
LAT session summaries on the same computer until further modifications are made and saved.

If you want to exclude a sample from an analysis session, select the Exclude check box next for that
sample. The sample is still displayed on the Reports sample list; to prevent it from being included in
report data, do not select that sample during report creation.
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Using the LAT Mixed Analysis Window

For each sample in the current session, you can view the test data and assign screening results. HLA
Fusion analyzes a sample when you move to view that sample. To analyze an entire session, you must
view all samples in the session and assign the results.

From the analysis window you can:

Sort by well position

View and print sample analysis results

Circle antigens in the specificity table

Export reaction data to a CSV file

View a Quick Report for the current sample

Add comments and mark the sample for more testing

Note:

You can return to a session summary from the analysis window any time by clicking the

<<Summary link from the HLA Fusion toolbar next to the sample/session ID.

) HLA Fusion™

LAT Mixed Analysis Screen

AnalyzeData Reports Data Sample Patentlnfo Profle Utiites Help Exit
i | 98 ) [ G % | <<summary [TEST3

0 &SEHEQAGASd B

0

Threshold

Clia<d b B

=18 x]

il

=

,ﬂ:

Jowbiay

® ® x ®» ® ®m o @ WS E oc
. o =]
) o #F #F
& #& & & & & &
Class | Pos Pos Pos Pos Pos Pos Undet Pos Undet
Glass I Undet Undet Undet Undet Undet Undet Undet Undet Undet
A B ¢ D E F G H
DATA INPUT Save Tray . Read From ELISA ReAnalyze RESULTS
Sample 1D TEST3
o Add New Tray
=0 Class| Class Il
1 [resT1 . ﬂ ﬂ ﬂzﬂ ﬂ ﬂ . Suggested Result  Positive Undetermined
2 [mEsT2 & B =] B+ 1] ] A Assigned Result
J <  Postive ' Postive
3 [mEsT3 s
c - a8 € Negative € Negative
+ B AJHEHEEHHEN
2 2 =2 . . € Undetermined  © Undetermined
> BB BEE:ZHH:H
s [EsTe ﬂ ﬂ . = ﬂ ﬂ ﬂ ﬂ Cut off (854,2) 16,25,34,37
T (e EINCE B D e LorTes]
e ] HEHEEE E B E E
o [EE oy -y Wy
Q= B = B =6 E EE
[t [_export |[_Raw || saves> ][ conirmos |
Blank: 1 HLA Neg: 1 HLA Poa: L Pos/Nag: -0.06 @ 1
well| 13 [P [ | | SID [LATMIXEDTest0 1142012 | I [LaTM10x5_009_02 | nOM/Imgt [/ | Test Date [4/14/2012 [ ver [ 3.0.0
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Entering Data and Reaction Pattern

The data input menu displays the current reaction for an existing sample or allows you to input reaction
values for a new sample. This area allows you to enter the samples and reactions into a session—10 test
tray, or 20 test tray. Data may be entered manually or by obtaining raw data values from ELISA reader.

DATA INTUT L | o oo oo| Resarromtuse [ Rensiyze ]
o |.ﬁddHew_rayr|

Tea: ¥

I B E - EE < EE

TEST 2 | [& 2 E 1

. == Ji_ Eioioas -

« < HEEZEFE S E

- B  HEES:HH:B

+ EE | 5 B H B R

: . EN B HENN

: BE B - - - Rl N T

>  EEEN'EDNE

- | B = B =5 5 A

Blank: 1 MLt Heg: 1 LA Pos: L LosiMag: -0.06 Qh: 1

Data input and reaction pattern (10 test tray)

¢ The format of the data input section mimics an LAT mixed analysis worksheet. The reaction
input panel has a tray layout. The row of wells for the current test is highlighted by a blue
rectangle.

e Each well is a button that cycles through reaction values (1, 8, 6, 4, 2, 0). Buttons are color-
coded to match the reactions.

* You can enter reactions by clicking a button and typing a reaction value, or by clicking the
button until it displays the desired reaction. When the button changes, the focus shifts to the
next button.

e Button navigation occurs from left to right (1A —1F, 2A — 2F...etc.).

e  Where the product has a blank well, the corresponding reaction button is disabled.

e Sample list/entry for the tray is listed along the side of the panel. You must enter a sample ID
before the reaction can be saved to the database. The session does not require that all wells of

the tray be used.

¢ Once you analyze a tray, you can no longer add any more sample information to that tray.
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Using the ELISA Reader

To read analysis data directly from the Biotek ELX 800 ELISA reader, the computer on which you are
running HLA Fusion must be connected to the ELISA reader. Connect and calibrate the ELISA reader
according to product specifications. HLA Fusion can analyze only 96-well Terasaki trays. ELISA reads the
trays, and transfers the raw data to HLA Fusion.

¢ From the analysis window, click Read From to import data from the ELISA reader.

Note: The Read From button is displayed only when your computer is connected to the ELISA
reader, and you have not yet entered any manual reactions for the current test.

3 B T 4 sl -

£

B A

EEE= ]

Histogram for LAT Mixed analysis

LAT Mixed Histogram

This histogram displays the reaction value for each well position of the current tray in a session. It also
displays the average negative control wells for the test group as a narrow light green bar superimposed on
each reaction well bar.

Wells are sorted by test groups; Class I, Class II and control wells are sorted together.
e X-axis shows the well position.
e Y-axis lists ranges of reaction values (e.g., 1 to 10).

Bars are color-coded based on their reaction value:

e 8=Red
[ 6:
[ ] 4:
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Horizontal lines represent the positive threshold you set for Class I and Class II. The line(s) assumes the
same color as the RXN color code.

Making Assignments

The Final Assignment option buttons display the software-suggested assignment, (Positive, Negative
or Undetermined). To accept the assignment, save or confirm the sample, (see the following sections).

To modify the suggested assignment, do the following;:

1. From the analysis window, select an assignment for each Class using the Final Assignment
option buttons— Positive, Negative or Undetermined.

LAT Assignments area

RESULTS
Sample ID TEST 1

Class | Class Il
Suggested Result Positive Undetermined
Assigned Result

% Positive " Positive

' Negative ' Negative

" Undetermined ' Undetermined

Cut off (8,6,4,2) 18,3,42 486

Comments O more Test

5

| Info || Export || Raw || Savex> || Confirm= > |

Save Assignments

Lab Technicians and Supervisors can save analysis results for further review and approval. Saved
samples are available for confirmation only by a Lab Supervisor.

e From the analysis window, click the Save button, located in the bottom right corner of the
analysis window, to save analysis results for all the specificities currently listed in the Final
Assignments results box.

Fusion automatically moves to the next sample.

For confirmation, a Supervisor needs to access the sample for which you saved the assignments. You
can return to the sample any time prior to confirmation. If you need to make changes, click the
Reanalyze button and then the Save button again.
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Confirm Assignments

Only Lab Supervisors can confirm analysis results. When they do so, samples are marked as Confirmed.
The Confirm button is Purple when you view a confirmed sample.

¢ From the analysis window, click the Confirm button , located in the bottom right corner
of the window, to confirm all analysis results.

You automatically move to the next sample to continue confirming results.

When you first return to a confirmed sample, you see that the Confirm IS 1,1 tton is now
shaded purple to let you know it has been confirmed before.

Adding Comments to Samples

Comments you or Fusion add to the Comments fields are displayed with the results in the current
analysis session, data look up and reporting functions in HLA Fusion.

¢ In the analysis window, enter sample comments into the Comment field below the Assignments
area.

Comments,
(System):

=101 %]

Type your own comments in this area
Double-click in =
either text field / System comments automatically added here
to open the larger -l
comments window y

Comments are saved only after you click the Save or Confirm buttons.

Flagging a Sample for Further Testing

You can indicate the need for further testing of a sample by selecting the More Tests check box and then
saving.

The More Tests indication is displayed in results, data look up and reports for the sample.

1. Inthe analysis window, check the More Tests check box, located below the
Assignments area at the bottom, right.

2. Click Save or Confirm to preserve the setting.
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Adding Tray Information

You can add information about the current tray, such as expiration date, by clicking the Infol M ]
button. The following dialog box is displayed when you click this button, allowing you to add
information about this sample tray.

ﬁ‘;. Mere Tzst Information [ =
Plate 1D :* 11212-4801-2
Reader : labsupervisorl

Date Head - 510/2015 @~
Tiay Expire ; 22N G B~

Subrslralz ;

HLA Fusion™ DX

OI Save Cnmplete. [ — H — |

oc

Exporting Session Data
You can click the Export button (located at the bottom, right above the Save>> button) to export
session data into a file similar to the Luminex output CSV format.

If you have a separate workstation for ELISA and analysis, the exported file can be imported for analysis
and used on another computer.

Raw Data Table

Positive beads are displayed in Red text. Rows highlighted in Yellow have normalized values over the
minimum value.

Changes made to the normalization formula and the minimum normalized value apply only to the raw
data table and not to analysis.

1. From the analysis window, click the Raw button at the bottom right of the analysis window
to display raw data table.
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Raw Data table

5 ol

Sample: TEST1 Patient ;
Session : Test Date :
Catalog : LATMI1OXS_009_02 Pos. Threshold : X4

Well Poaition | Well Order |ce11 I.p. |maw |Rxn |51 [s2  [ss  [sa [ss  |se  [s7 [s& |l

2D 012 @ 1 - = - = - =

2E 013 @& 1 -

28 014 BLANK £ |1 - E - = =

6 015 BLANK £ |a - - - -

28 016 BLANK 1 i - - - -

3D 020

Click a column header to sort the table by that category.

Click the Exit X button at the upper right corner of the table to close the window and to return to
analysis.

Raw Data Quick Report

For easier navigation, exporting and printing, you can create a report containing raw data information for
the current sample.

Once the Raw Data Table is displayed, click the Report button at the bottom right portion of the
Raw Data table window to display a report of the raw data.

Click the Exit [X] button at the upper right corner of the table to close the window and to return to
analysis.

Click the Print Screen button to display a preview of the currently visible portion of the Raw
Data Table.

Click the Printer =] button at the top left of the window to send the image directly to the printer.

Click either the Exit X or Close buttons to close the window and to return to analysis.
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Printing the Current Analysis Window
The Print Screen button sends the currently displayed analysis window to the default printer for your
computer.
e From the analysis window, click the Print Screen button 22| on the Fusion toolbar to print the
currently visible portion of the analysis screen.
Previewing and Printing Reports

To view or print an Antibody Screening Mixed Data report for the current sample, use the Preview
Report button on the toolbar.

s Reports Data Sample Patentinfo Profie |

g@@ QA Adk £ E
Patient Summar

1 ¥ l—

Patient Custom

¢ In the analysis window, click the Preview Report

Antibody Scareening/ID

L
button or the Print Report [&/button to display a list | x:z":“ z”e;"‘"g Relts [
of reports you can print or preview for the current : LATMX‘; 4o Dot : r
sample. 3 LAT-Mixed |
. m ‘
Note: If you select Antibody Custom, you cannot create a new custom report at this point. The

only custom reports available from the analysis window are ones you previously created
through the Reports window.
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Using the LAT PRA/Single Antigen Analysis Window

This window provides detailed analysis information for each sample in the session. It allows you to
review the specificity assignments suggested by the program and to modify and accept the assignments.
HLA Fusion suggests possible screening results, but the final assignment must be made by the user.

From the analysis window menu you can do the following:

e Select minimum positive threshold
e Exclude selected, or Cw specificities

Note: You can return to a session summary from the analysis window any time by clicking the
<<Summary link from the HLA Fusion toolbar next to the sample/session ID.

LAT PRA/Single Antigen Analysis

DHSEAEAEBEEL € = (0¥ Wl # 720
k =B Bl o ot
Findl Ag. | Excl. Ag |8 O BATDNA | SREG-OLI Threshold 15 = @§

Exlloge -o| i H
s o £

BECCEEEEERER- -

i
-

EEEMEEEEEET- 1
BREEEEEEEEEm Y |
B | SEEE SRR b

1 I R

EEEEEEEEEEEE

200 ew Trav |_Fesan

wrve— T .
e | tepm [ 3= | [ sc
B SI* -:3|;|§ >||a|a|||* B

: PPl EFEEEBREEEE

Swd | s|-e

[z =

c
2 B

&

=
H

Epitepe Analyscs Resiit 5 Tl assicvmen ]

3= K6 < XE Mesa Eidden

Tall hralymis Bam

m ® %

2 P

[F oAt~ |

export || Raw Data |[ saves> | ]

Evstemr :

mcemsteiie | | ez

Entering the Reaction Pattern

Click each well to change its reaction value, or type a reaction value when the well is highlighted. Wells
with white borders are control wells; wells with black borders are reaction wells.

1. From the analysis window, type a sample name into the Top/Bottom Sample fields and press
the Enter == key, (for two test trays, enter both top and bottom sample names).

2. Enter reaction patterns by clicking on wells to change the reaction value. Or, select a well and type
the reaction value.
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3. Click the Reanalyze button.

There is no requirement that all wells of a tray be used.

The tray input is a group of buttons representing each well. The buttons cycle through reaction values
when clicked (1, 8, 6, 4, 2, 0). By default, 1 is displayed. The colors of the buttons reflect the values
entered: 1=Green, 2=light blue, 4=magenta; 6=red; 8=dark blue.

You can enter reactions by clicking a button and typing a reaction value, or by clicking the button until it
displays the desired reaction. When the button reaction value changes, the focus shifts to the next button.

Button navigation is from left to right (1A —1F,2A — 2F, etc.).

The image of the tray, (button order, well position, etc.) emulates the actual LAT tray that is run. So for a
2 test tray, the top of the tray is shown first for the first sample and the bottom half of the tray is shown
second, for the second sample. When you add a new tray, the top half is displayed first, then the bottom
half, if applicable.

You can add information about the tray, such as expiration date, by clicking the + Info button. The
More Test Information dialog box is displayed when you click this button, allowing you to add
information about this tray:

Add Test Tray Information

x|
Plate ID : * [122047-011
Reader : IEE“'”"H"—
Date Read * [8r 22m2 =] ﬂl
Tray Expire : | 8/23/2012 | cear |
Secondary Ab. I Substrate : ||—

Save | Close

4

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 208



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

Using the ELISA Reader

To import analysis data directly from the Biotek ELX 800 NB ELISA reader, the computer on which you
are running HLA Fusion must be connected to the ELISA reader. Connect and calibrate the ELISA reader
according to product specifications. HLA Fusion can analyze only 96-well Terasaki trays. ELISA reads the
trays, and transfers the raw data to HLA Fusion.

¢ From the analysis window, click the Read From ELISA button to import data from the ELISA
reader.

Note: The Read From button is displayed only when your computer is connected to the ELISA
reader, and you have not yet entered any manual reactions for the current test.

LAT PRA/Single Antigen Histogram

Displays the reaction of the sample.

Histogram for LAT PRA/Single antigen

180

B

§Eags

18

e Y-axis = reactivity; X-axis = well position and sample order.

¢ By default, the histogram is sorted from highest reaction to lowest. You can also click the Sort by
Well Position button to sort it that way.

e Bars are colored according to reaction: 1=Green, 2=
light blue, 4=yellow; 6=brown; 8=red.

el Position : SC =

e  When you hover your cursor over a bar, a pop-up Sample Name: TEST 6 i

window displays Bead ID, Tray Position, Rxn, Raw Data,
Threshold, Well Specificity.

ProbefCell ID: Class IT Mix
Raw Data : &

Fxni &
| |_| _D_. |_| L

=] S &0 A a5 ac a0

I
]
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CREG Table

The CREG groups are displayed at the top of the table, with the specificities for the group displayed
below. Specificities are highlighted in one of the following colors.

Note: If you want to hide the display of the CREG bar, click the CREG title at the top of the
window. A dialog box displays asking if you want to hide the CREG bar. Click Yes to hide it.
To re-display it, click again on the CREG title and click the Yes button to show it.

e Purple = positive assignments from the Epitope Analysis Results box

e Pink = Tail assignments that are masked by Epitope analysis

¢ Blue = Cw assignments

¢ Green = Bwg4 and Bw6 assignments

¢ Click a CREG group or antigens to circle the corresponding specificities.

¢ Right-click an antigen to move the specificity to the Final Assignments box.

Do the following if you want to use a different CREG table:

1. Click the LAT Home Page button,

or select Utilities > Antibody Product :| CREG * | [Edi
Configuration > Set Analysis :I ou
Configuration. FULLER

LUNOS

2. On the LAT Home page, click the [Edit] link to :I
display the Analysis Configuration
Settings dialog box, (this dialog box is :| [ Display Graph Raw by Default
displayed already if you are accessing it
through the Utilities menu).

3. Select a different table from the CREG drop-down list.

4. Click the Save button at the bottom of this screen.

Find Antigen

All entered antigens are circled in the specificity field. To enter multiple antigens, use a space to separate
antigen entries. Clicking on the labels for Tail Analysis Results, Epitope Analysis Results, or Final
Assignment creates circles around the specificities listed in the results area. Clicking on the “Exclude
Antigen” label circles the excluded antigens.

|B7 A1 Find Ag. | Excl.
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Note: If you use the Find Antigen feature while the window is displaying molecular specificities, you
cannot see the circled antigens until you deselect the DNA check box.

1. From the analysis window, type individual antigens or CREG groups, (e.g., 1C or 2C) into the
field next to the Find Ag, (Antigen) button.

2. Click the Find Ag button to circle the entered antigens or CREG groups.

3. Click the Find Ag button again to remove the circles from antigens in the specificity field.

View Molecular Specificities

Molecular specificities are displayed only in the specificity field of the analysis window. The CREG Table
and screening results are displayed and saved as serological specificities.

1. In the Analysis Window, select the DNA check box to display molecular specificities.

2. Clear the check box to return the display to serological specificities.

Select Minimum Positive Threshold

You can change the minimum positive threshold using the pull-down menu.

¢ From the analysis window, select a new positive threshold from the Threshold drop-down list
next to the analysis tools near the top of the window. The sample is re-analyzed according to the
new threshold. The effects of the threshold change are displayed in the result boxes.

Exclude Antigen from Analysis

To enter multiple antigens, use a comma to separate the antigen entries. All antigens entered are
excluded from analysis.

1. From the analysis window, click the Excl. Ag. button. The Exclude Antigen pop-up box is displayed.
=10 x|

Antigens to be Excluded : (e.g. A1,A23,B55 ....)

l- Exclude Patient Typing
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Statisti
2. Type in antigens to be excluded, separated by commas and click li ==
Data Entry Order - 1
OK. Sample Count -1
. . . . Strength Index &0
The sample is re-analyzed and the excluded antigens are listed in the %PRA(B,6,4,2): 50
Excluded Antigens field in the Analysis Statistics box. RPRA(E,6,4): 486
FPRA(E , &) : 43
3. Toinclude all these antigens again, click the Exel. Ag button RDRA(E) : 25
again; click Clear to remove antigens from the field; and then
click OK to re-analyze with these antigens included.
Exclude Rg:
A11,A23 =

Include/Exclude Cw
You can choose to include or exclude Cw antigen specificities from analysis.

e Near the top of the analysis window, select the Cw check box to re-analyze with Cw specificities.

Clear the Cw check box to re-analyze without Cw specificities.

Navigating Between Class | & Class Il

(PRA Class | & Il Combined)

For Combined Class I and II PRA sessions, each HLA class is analyzed separately and needs to be saved
separately for combined results to appear in the database.

Make sure that you have already created a combined Class I and Class IT LAT PRA catalog file before you
import the combined sessions).

e In the Analysis Window, click either the Run Class I or Run Class II buttons, located in the
upper middle part of the analysis window to switch between Class I and Class II results for the
current sample.

(After you click on the Run Class I button and the analysis is completed, the button changes to
Run Class II, and vice versa.)
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Raw Data Table

Positive beads are displayed in Red text. Rows highlighted in yellow have normalized values over the
minimum value. Changes made to the normalization formula and minimum normalized value, apply only
to the raw data table and not to analysis.

1. From the analysis window, click the Raw button on the bottom right of the analysis window to
display the raw data table.

Take one or more of the following actions:
e Click on a header at the top of any row to sort the table by that category.
¢ (lick the Report button to create a Raw Data Table report.
¢ (lick the Print Screen button to print what you see on the screen.

¢ Click the Close button to close the window and to return to analysis.

Raw Data Report
You can create a report containing raw data information for the current sample.

® Once the Raw Data Table is displayed, click the Report button at the bottom right portion of the
Raw Data Table window to display a report of the raw data.

Exporting Session Data

You can click the Export button to export sample data into a comma-separated output file. This file can
be imported for analysis. This feature is can be used if you have a separate workstation for ELISA and
analysis.

Donor PRA

You can display the percentage of PRA from available donors in the system or from selected donor
groups who match the computer-assigned antibodies for the current sample.

Note: To select a donor group(s), select Utilities > General Settings. To create a donor group,
select Patient Info > Manage Patient, select Donor in the Patient/Donor field, and fill in
the donor group field.

1. For Single Antigen or PRA analysis, click the DPRA button. A pop-up box displays the percentage
of matching donor PRA and the total number of donors that were considered in the calculation.

2. Click OK to close the box. The percentage and number of donors remains displayed next to the
Donor PRA button.
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Calculated PRA

You can perform Calculated PRA (CPRA) analysis by clicking on the CPRA button, found
to the right of the DPRA button on the lower left panel. Clicking the CPRA button will calculate PRA
(UNOS calculator) using unacceptable antigens assigned to the patient record.

Final Assi t s ; i
ina Signmen 1. From within the Final Assignment box, select

Copy Final Assignment several antigens by highlighting them, then right-
Add Unacceptable Antigen - click and choose “Add Unacceptable Anti-
Add Acceptable Antigen gen.”

2. Now, click the CPRA button.

The percentage score will appear next to the CPRA button as a percentage.

/

10 80 O 0.28 100 B49
10 80 L} 0.28 100 Cwilki
1 10 ao 0 0.28 100 - Cwz .
- 6% a8 of 5200201 The list of selected an-
S CPRA =0 : tigens appears below
Comments/
[System): to the left under the
Unacceptable |Bl3, Cw18,0w6,Cn5 System Comments
Antigen area.

Adding Comments to Samples

Comments that you or Fusion add to the Comments Field are displayed with the results in the current
analysis session, data look up and reporting functions in HLA Fusion.

® In the analysis window, type sample comments into the Comment field below the Assignments
area.

You may click and drag the bottom right corner to resize the Comments box. Comments are only saved
after you click the Save button after completion of the analysis.
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Flagging a Sample for Further Testing

Marking a sample for more testing displays the More Tests check box for the sample’s results in the
current analysis session in all analysis, data look up and reporting functions in HLA Fusion.

¢ In the analysis window, check the More Tests check box, located below the Epitope Analysis
Results section.

Ma Reports Data Sample Patentinfo Profie |
Previewing and Printing Reports 9@@ R Qe £
- Patient Summary l_

Patient Custom

To view or print an LAT PRA/SA report for the current sample, click the
Preview Report button on the Fusion toolbar.

Antibody ScreeningfID

Antibody Screening Results

]
¢ Antibody Custom r
¢ In the analysis window, click the Preview Report button or . LAT-Mixed Raw Data
Print Report button to display a list of reports you can print or : LAT-tixed _ '
preview for the current sample. 1
Note: If you select Molecular Custom, you cannot create a new custom report at this point. The

only custom reports available from the analysis window are those previously created
through the Reports window.

Making Final Assignments

Final assignments can be made from either the Tail or Epitope results lists. Once a specificity has been
moved to the Final Assignments area, it no longer displays in its initial results box.

From the analysis window, do one of the following to make assignments:

e Double-click an antigen specificity in the Tail or Epitope Analysis results box to list the
specified antigen in the Final Assignment field.

¢ Click to highlight the specificity and click the Assign Single button to move it to the Final
Assignment list.

e Click the Assign All button to the right of the Tail or Epitope list to move all the current results
on that list to the Final Assignments area.

e Right-click on a specificity, or CREG group on the CREG Table to assign it to the Final
Assignments area.
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Manual Assignments

Manual assignments can be entered in the field below the Final Assignments results box. Enter multiple
manual assignments by leaving a space between each specificity.

1. From the Analysis Window, type a manual antigen specificity assignment in the field under the
Final Assignment box.

2. Click the Assign button [2], just above the Manual Assignment field to add the assignment to the
Final Assignment results box.

Assigning Negative Sample Values

You can assign a negative value to a sample even if analysis shows some positive results.

e From the analysis window, click the Assign -ve button, (located just above the Manual
Assignment field) to assign all samples on the Final Assignment results box a negative value.

Removing Assignments

Specificities can be removed from the Final Assignments results field. You can remove more than one
specificity by holding down the Ctrl key and clicking each specificity you want to remove.

e From the analysis window, click to highlight specificities on the Final Assignment list, (hold down
the CTRL key to select more than one) and click the Remove [ %] button, located below the Final
Assignments results field.
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Save Assighments

Lab Technicians and Supervisors can save analysis results for further review and approval. Saved
samples are available for confirmation only by a lab supervisor.

¢ From the analysis window, click the Save >>button, (located in the bottom right corner of the
analysis window) to save analysis results for all the specificities currently listed in the Final
Assignments results box.
You automatically move to the next sample.
For confirmation, a Supervisor needs to access the sample for which you saved the assignments. You can

return to the sample any time prior to confirmation. If you need to make changes, click the Reanalyze
button and then the Save button again.

Confirm Assignments

Only Lab Supervisors can confirm analysis results. When they do so, samples are marked as Confirmed.
The Confirm button is purple when you view a confirmed sample.

¢ From the analysis window, click the Confirm button, located in the bottom right corner of the
window, to confirm all analysis results.

You automatically move to the next sample to continue confirming results.
When you first return to a confirmed sample, you see that the Confirm button is now shaded purple to
let you know it has been confirmed before.
Getting Tail Analysis Values

Tail analysis values can be displayed in the Final Assignments results field, but are not = ¢
stored for look up or reporting.

o P
& PP
Rl 5
AT AR g

e From the analysis window, click the 1] button, located to the upper right of the —[1]
Final Analysis results box, to display tail analysis values in Final Assignments —
results field.

e LAT Single Antigen samples imported after this configuration change do not
display the tail analysis assignment area on the sample analysis window.
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Navigating Between Class | & Class Il

(PRA Class | and Il Combined)

For Combined Class I and IT LABScreen PRA sessions, each HLA class is analyzed separately and needs
to be saved separately for combined results to appear in the database.

Make sure that you have already created a combined Class I and Class IT LABScreen PRA catalog file
before you import the combined sessions.

¢ From the analysis window, click Run Class I and Run Class II buttons, located in the upper
left part of the analysis window, to switch between Class I and Class II results for the current
sample.
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Navigator Right-Click Menu Options for LAT

Note: These options apply to all LAT sessions and samples.

There are analysis options available through the Navigator—depending on whether you are in the LAT
session summary view, or on an analysis screen for a sample.

By right-clicking on either a session or a sample in the Navigator window, you access menu options that
allow you to affect your LAT analysis sessions before or during analysis.

Navigator Session-level menu options
---------- B-LAT

.......... =88 1at1208

Lo st

z2

23

-----{ Reanalyze using Mew Settings /Catalog
1

Reanalyze with New Catalog

Allows a session to be reanalyzed using a new or updated catalog.

i

HLA Fusion®

| | 1. Right-click on the session in the Fusion Navigator
Old Session ID: (LAT1240_005_01-B

and select Reanalyze using New
ETRCELETRR VL A T1 240 005 _01-B) S ettings /C atal og
New Catalog ID: [LAT1288_004_01 =l

2. Rename the session giving it a new Session ID.

3. Click the drop-down arrow in the New Catalog ID

ndosimey, |ozoen field and select a new catalog from the list.

[VIOME LAMBDA ® ® ®

4. Click the Analysis button.

The session on which you right-clicked is reanalyzed using a new Session ID with the catalog you just
selected.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 219



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

Sample-Level Options

The Related Records and Side By Side Analysis options are displayed if you right-click on an active
sample in the Navigator, (first select the sample with a left-click):

Related Records

A related record is a record that is associated with the current sample by patient or sample ID.

. Related Records
s

Side By Side Analysis

Note: This option is also available by using the Related Records toolbar button.

® Select this menu option to load all records related to the current sample into the Sample drop-
down list. Use the sample navigation arrows to display the analysis of each related record one by
one.

® To go back to viewing the samples in the current sessions, click the <<Summary link at the top
of the window.

Side By Side Analysis

Use this option to compare the current sample analysis with a sample analysis previously conducted.

Note: This option is also available by using the Side By Side Analysis toolbar button.

e Select a sample to compare to the current one.
The two analysis windows are then displayed together in a comparison window.
e Each window can be resized and moved by dragging and dropping.

Click the Side-By-Side Analysis toolbar button again to cancel the comparison display.
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FlowPRA Analysis

The FlowPRA analysis feature of the HLA Fusion program analyzes manually-entered reaction values as
a new session. Analysis results are based on catalog specifications provided with HLA Fusion software.

There are a few things that should be completed or verified before you start a FlowPRA analysis session:

e Make sure you have the latest catalog files and serology equivalent reference files before you
analyze. You can download or update catalogs from the FlowPRA Home Page.

e View and modify global- as well as product-specific configuration settings before starting analysis.
Global settings apply across all newly imported sessions.

e Save time importing catalogs and files by verifying that the default URLs and paths are pointing
to the locations where these files are commonly stored on your system or network. These settings
can also be modified in the General Configuration section of the HLA Fusion default Home page.

Note: Some of the above tasks require you to have Supervisor User privileges. You may have to
verify with your supervisor that these tasks have been completed.

Starting FlowPRA Analysis

Acquiring FlowPRA Data

1. Select the FlowPRA button from the home page panel or the Fusion toolbar.

The FlowPRA Home page is displayed.
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Click to modify

. global settings
™
el HLA Fusion | FlowPRA
Batch Entry e

Locus Type Catalogs Llast Updated # of Sessions # of Tests Recent Session Threshold

resnol
Class | PRA 4 5/13/2015 o 0 Cw Included
Class 1| PRA 3 5/13/2015 [ 0 Papup Messages Enabled
Single Antigen Class | 3} 5!13}21?[1? (i} 0 CREG Type
Enter test Single Antigen Class Il | 18 5/13/2015 0 0 e e 5?’“':‘

13ss
data here Exclile Pafiest Typind

Product Documents

Click to open the
Catalog Manager

—
28 &

Downioad  Printer Calalog

Yes
Yes
oLl
oLl

0oLl

Click to update
reference files

Catalog gztsa(:ggﬁnn r;;:iﬁﬁeet Worksheet (11x17) Probe/Prnmer Datasheet =
FLISP 011 03 FlowPRA™ Speciic HLACls_ | FLISP_ 011 WS FL1SP 011 DS
FLISP 012 05 RowPRA™ Speciic HLA Cla... | FLISP D12 WS FL1SP 012 DS
FL1SP 013 00 RowPRA™ Specfic HLA Cls... | FLISP 013 WS FL1SP 013 DS
FLISP 014 00 RowPRA™ Specfic HLACla... | FLISP 014 WS FLISP 014 DS
e 010 0z FowPRA™ Spectic H . | PLzse mo ws FL2SP 010 DS
Click these links e 011 o Flow P L FL2SP 011 WS FL2SP 011 DS L
to diSpIay B 01 "FlowPRA™ Specific HLA Cla.. | FL2SP 012 WS FL2SP 012 DS
catalog, - g FLIHD D12 WS FL1HD 012 DS
probe/primer or FlowPRA™ Single Artigen C1... | FLIHD D13 WS FLIHD 012 DS
worksheet  |ip gz op == " Single Antigen C1... | FLIHD 014 WS FL1HD 014 DS
documents HDO1 011 0t FlowPRA™ Sir .. |FLIHD® 011 WS FLIHDO1 011 DS
HDO1 012 00 FowPRA® Single Artigen HL... | ELIHDO1 012 WS FL1HDO1 012 DS
FL1HDO1 013 00 FlowPRA™ Single Adtiaen H... | FLTHDO1 013 WS FLIHDO 013 DS -
| EL1HD01 014 00 FlowPAA™ ?mgleﬂ The FlowPRA Home Page b01 014 DS
FL1HDOS D11 00 FowPRA® Single Al D05 011 DS
FL1HDO6 010 01 FlowPRA® Single Arfigen HIL-. | FLIFDCG 010 W5 ! ! [FETRDOS 010 DS o
@ FlowPRA

Note:

Open worksheets and probe/primer sheets to verify the accuracy of revision numbers

(these documents do not contain a revision number in their filename).

2. Click the Batch Entry Button.

FlowPRA

Batch Entry

The FlowPRA Batch Entry Screen is displayed:

Analyze Data

Reports Data Sample Patientinfo Profile Utiities Help Ext

DBHOLFBAEELA AT G YN E @ %70
S| . [pives - = d
Catmig™ Sesson” TeaDus  ovE g Trestmert Bk PaetlD  Frthame  Lahave  Bhcty Feet! Dote oo Seconday b Cass
s Emn_m\ =] FowPre 20750615 25257 FLHD 012 01| cgaams Em woaans 3] e Z{Fm R o E@; ~Jaani &
u = el al — — =
C PP PSPPPIPIPIPPIPIPIIIIOIIIIIOOIHNIDOIOGttostttoossssts.
D i ] (| e [tz ][
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Notice that Fusion has automatically assigned a session name. Optionally, you can rename the session.

Note: A session ID or batch nhame must be unique to the Fusion database. If the session ID already
exists, the software prompts you to rename the session. It is also highly recommended that

you do not use any special characters in this field since they may serve a specific purpose
as field separators.

3. Click the drop-down arrow in the Class column (on the extreme right hand side) to select the HLA
class: Class I, Class II, Single Class I or Single Class II.

Date Secd Scoondary Mo Claza
0612015 | [leG v |cass -

e e Caaz |

Cazs |

5 nil: Chss |

Note: If you need to import more catalogs, click the Download link on the FlowPRA home page. The
catalog drop-down list may not be immediately updated if you downloaded the catalogs during this

import session. You may need to click the Home button and then click the FlowPRA button again
to return to the import process.

4. Use the drop-down menu in the Product Catalog field (on the immediate left) to select an appropriate
catalog file to use for analysis:

Analyze Data Reports Data Sample PatientInfo Profile  Utilities Help EBxt

|
DROLLSDRAEE L & ¥ & b e
Batch Name: |FlowPRA_20150619125257 | Batch Date: 12/
Catalog FLTHD_012_01 ¢an hiave 1testis) inthe plate. Busting Batches:
Catalog™ Session® Test Date™ a:rnzzl?
57 [ v]HowPHA_zm 50619125257_FL1HD_D12.01 |0B/19/2015 Elf-\.GEE
FL25P_010_02 Mo
T 1HD_012_01 | 08/19/2015 E|
#  |FL2SP_012 0D B

e Accept the current date or select a different test date and click Next>. The analysis
window for this session is displayed.

Note: In the Catalog drop-down field, Fusion only lists those product catalogs which belong to the
HLA Class you selected in the Class drop-down field.
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¢ Each FlowPRA session consists of as many samples as you wish to analyze with the same
catalog information. You may also begin FlowPRA analysis on previously existing, or pre-
viously entered batches by clicking the drop-down arrow on the right side of the Existing
Batches field near the top center of the screen (shown below).

e If the existing batch is not displayed, adjust the date range of the Batch Date and click
the Find button to locate the missing batch(s):

¥ &) L2 [ T
/ﬁm?mwm B~ =~ 61952015 E~
\Wﬁtches: A Find

—

Test DHE‘M Sample

Mame™ Date Source

Note: If you need to import more catalogs, click the [Download] link on the MicroSSP Home Page. The
catalog drop-down list may not be immediately updated if you downloaded the catalogs during the current
import session. You may need to click the Home button and then click the MicroSSP button again to re-
turn to the import process.

Note: Data entry is required for any fields with an asterisk(*).

5. Click anywhere in the Session field to accept the name which Fusion provides in the Session*
field, or modify it.

6. Click the down arrow to open a calendar and select a Test Date*.

7. Enter a name in the Sample Name* field.

FlowPRA Analysis Screens

Analyzing FlowPRA samples is similar to the LCT product. Please follow the steps outlined in the LCT
sections.
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LCT Analysis

The LCT analysis feature of the program analyzes manually-entered reaction values as a new session.
Analysis results are based on catalog specifications provided with the HLA Fusion software.

There are a few things that should be completed or verified before you start an analysis session:

e Make sure you have the latest catalog files, as well as NMDP code, local code (if used), or serology
equivalent reference files before you analyze. You can download or update catalogs from the LCT
Home Page.

¢ View and modify global product configuration settings before starting analysis. Global settings are
displayed and be can be modified on the LCT Home Page. Global settings apply across all newly
imported sessions.

e Save time importing catalogs and files by verifying that the default URLs and paths are pointing
to the locations where these files are commonly stored on your system or network. These settings
can also be modified in the General Configuration section of the Fusion default Home page.

Note: Some of the above tasks require you to have Supervisor User privileges. You may have to
verify with your supervisor that these tasks have been completed.
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Starting LCT Analysis

Acquiring LCT Data

1. Select LCT button from the home page panel or the Fusion toolbar [LLT]

The LCT Home page is displayed.

Note:

side of the window are not displayed.

If you are not using the default Fusion user interface, the data and links shown on the right

LCT
Baich Entry Cordi Data and Catalogs
Locus Type  Catdogs Last Updated # of Sessions H of Tests Fecert Session ot XE i

Canea | PRA 13 5372015 ] 0 w hduded: Yes é & @
Clnaa | PRA H 5372015 ] 0 Popus Messages Crabled: Ye3 Cownomi P Cambg

CREG Type: DU

Eplope Type  Cassi OLI

Gozall: OLI

Farl sn Potiort Typirg M

|

Catalng

| Lambida Coll Ty 200, Lat#

Lambda Call Ty 300 Lot 1.

LET-300 033 WS

CT-200 034 WS

W arkcahaeat

The LCT Home Page

Click to modify  Click to open the Update Click to open the
LCT Global Reference File window Catalog Manager
settings window
y
Q&SGR @6 LR YR Wk #N O

Catalog . Cisripiion | (B.5x11) | Workshee: (1 1x17) | Probe/Primar . Datasheet [~
LCT: W30 024 00 |Lantrda Coll Ty W30, Lt . |LCTIW3C 024 WS
ACTW0 025 00 |Lambda Cal Ty TW30,Let _ | LCT-IW3C 025 WS Click these
(CT-AWS0 (96 00 Lamhda sl Tay WAL L | LCT-AWA0 026 WS links
LCT-WA0 027 0 Lainda Coll Tay W30, Lot to display the
L IWED 033 11 L T U 1 Y 1

1 f oo Cll Ty WD, Lt | selected
LCT-1WE rll.] y W60 Lot .. | LCT-1WE 7
CT:1W50 02 | Lambda Call Ty W60, Let . | LCT-1WS0 427 WS catalog,
LCT-1W32 201 00 Lambda Cal Ty V72 Lok .. |LCT-IWTZ 00 WS
e e - e worksheet, or
\CI-WAZ W D Lambda Call [y W/Z, Lot .. |LE[-TW/Z 002 WS -
ICTAWT? 1 0O | bt Coll Ty TWT? ot | LCTAWTS B3 WS probe/primer
LCT-1W72 00 00 Lambda Call Ty TW72. Lot . |LCT-IW7 804 WS documents.

Note:

Open worksheets and probe/primer sheets to verify the accuracy of revision numbers
(these documents do not contain a revision number in their filename).
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3. Click the Batch Entry Button.

The LCT Batch Entry Screen is displayed.

4 HLAFusiun™ T
AmheeData Repors Dats Semple Patientinko  Frofile  Utiities  Help Bt
o & BQEd. g8 ¥ W o o
00 -~ coafmqE - £
LeT | Bechieme [T 201 z A Bach e 1001 D .24 g
| i (L Exsti; sl #
Balch Eniry =

S Frst ™ Pkt

o iy Compl. My Conpl Lt AHG

C O OOPOPOIOIIIIOIIIIIIIIOIVIIOOOISPIIOISVOIVOPSIVOIOOPOIOOSIS

Lenbedn S et ||n-.—a.l-;nn ||u.-n--+.|| - bext s || o

User Mamer  rcbartian [lecalj\ FUFION_SQLIEKR FUSIONG ver | 101

| 2

Notice that Fusion has automatically assigned a session name. Optionally, you can rename the session.

Note: A session ID must be unique to the Fusion database. If the session ID already exists, the
software prompts you to rename the session. It is also highly recommended that you do not
use any special characters in this field since they may serve a specific purpose as field
separators.

5. Use the drop-down menu in the Catalog field to select a catalog file.

Note: If you need to import more catalogs, click the Download link on the LCT home page.

The catalog drop-down list may not be immediately updated if you downloaded the
catalogs during this import session. You may need to click the Home button and then click
the LCT button again to return to the import process.

4. Accept the current date or select a different test date and click Next>. The analysis window for
this session is displayed.
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LCT Analysis Window
CRGrfUAE At YNNG %70
e Summary | < Tee =B Bl o <HONE >, <HORE>
St | SOUEN v T Ao, | ael Ao |% O S = Treski 18+ [ Sortby Wel Poston |
*; (ys—" T -
Z]IIIIIInrﬂﬁrﬁﬂﬂﬂrﬂﬁrﬁﬁﬂﬂﬁﬂmrm
A 2 = ¥ = - = " B % i = 4 ) = " - - -
A 8 8 e L] '3 t ] = B -} 2 b3 ] ] ] o 8 B - - "
L '] £ ~- ¥ = E & - t ] & ] T 1 B £ £ i # -
® s = « »« » H B B [T ¥ 3 & B ¥ 9 ® ¥ @ =

¥
¢
"
[
'
v
'
Lom o

s [oema ] [ooma ] [ ot || sovers 1. ]

Each LCT session consists of as many samples as you wish to analyze with the same catalog information.

LCT Session Summary Screen

The Summary Table can be launched by clicking a session in the Navigation tree. It lists each sample in
the session. This option allows you to quickly analyze a session, and save it for later review and final
assignments.

Field Chooser Donor PRA Fields
Summary P ——
/ Session : LCT_20120314142406_LCT-1w30_024 00 Catalog : LCT-1'w30_024_00 Session Date: 3/14/2012  Mumber of Sample: 1
. . 5 Class | Class Il MIC
i . Sample . | User Analysis o | dnalysis | Other More | Confirm | Confirm | Min
(5| Apsition * | Patient | Sample V| LocallD | 532" | Comment | Dats Farnily || jar Assignment. |Test |Date. |User | BsadCnt NC | PC | PCMCRatio Eagnr Baznr Eagnr
BSmith2012-10-10 [ ]

LCT Session Summary Table

¢ Double-click a sample in the Summary Table or a data point to go directly to the analysis screen
for this sample.

e Scroll left or right to view all of the Summary Table fields.

¢ (Click the Field Chooser button to the left of the column heading row. The Field Chooser
window is displayed. In this window, you can select or clear the check boxes next to column
headings to include or exclude those columns from the Summary Table. Selecting or clearing
check boxes in this window instantly updates the table.
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Note: If you do not see a particular field available through the field chooser, and you are sure it
should be there, go to C:\HLA Fusion\temp and delete the file named X_X X(antigen
type) Layout.xml.

[ Arzlyais Datz =
= xv:g Uoer ¢ (Click on any column header of the Summary Table to sort the table by
(7 Claes | Lo 1 that column. The arrow in the column header indicates the sorting
R order—up for ascending and down for descending. Columns can also
|7 Cmsiloner A be dragged-and-dropped to change their order.
¥ Class |l Fing
L Ceid * The session summary table columns and order can be modified.
£ - When you close the Field Chooser, a pop-up message displays to let
7 Feriy you choose whether or not to save any changes you made. If you click
o e Yes, your changes are saved for all future LCT session summaries on
?::;ﬁ;ﬂ L this same computer until further modifications are saved.
¥ Mare Teat
b s ¢ (lick the Export button to save the Summary Table on your
f;tm 5 computer or the network (default location is C:\OLI

FUSION\data\report). The file is saved in Excel (*.XLS) format.

LCT Session Summary
Field Chooser

¢ (Click Print to print out a report of the Summary Table.
¢ Click Preview to view a report of the Summary Table.

LCT Session Summary exported as a spreadsheet file

..-’E;\I =, e LCT_201 203141 20500_LET-300_031_00 als [Corpelibilily Mode] - o usoll Excel
£
= llame Tnser Prge layait  Formulas Teta Feuimw Wisww Lideldns
c o E E G H | J E L M M o) P o R S T u
fample  |Lecalll  Commort |Jass | % |SampkDxe |Famiy AnahvesCoss IFnal Chosa 1/ (Ol IZatops [MoeToe: | ZonfmD{Corfrr U Cloaa 1T) MinEcadCrt | PCHI R [Clzaa IDenaPRA |Clasa IDerorPRA [ MIZDanar™RA
1
v Uit Uct 35 W12 [tmith HLSE 1]
3
1
P e, ..-ll-’ i MWLW
o
Fle View Tozls [
XA a 0O @ o - @ [H]
P ¥ e & I
=l
Session : LCT 2012061120570 LST-30C 031 00 Caialog : L |
~ Analysi
L . |commen |5 ass i |sample
Eampie ¥|Lacalls - |° EREe Eams s |Fem
[CEmitk Cel 25, Emi
22312
b e il
Pagz: 10°2

LCT Session Summary Print Preview

¢ In the print preview window, the page view slider on the left allows you to select different pages of
the report.
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e The Summary Table columns and order can be modified. You can save any modifications you
make to the layout by clicking the Save Layout button [s=t»x | Your changes are saved for all
future LCT session summary tables on this same computer until further changes are saved.

e Ifyou want to exclude a sample from an analysis session, select the Exclude check box next for
that sample. The sample is still displayed on the Reports sample list, so to prevent it from being
included in report data, do not select that sample during report creation.

Note: Certain columns of data are considered key, and cannot be excluded for longer than the
current display of the Summary Table. If you exclude one of these fields, its column is not
displayed until you navigate elsewhere in the application. If you return to this Summary
Table from a sample analysis window or the Navigator, that column is re-displayed. The
data columns considered key is product-specific.
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Using the LCT Analysis window

For each LCT sample in the current session, you can view the test data, adjust the cut-off, and assign
screening results. There are several tasks you can perform from the LCT analysis window:

e Review data and assign specificities
e Circle antigens in the specificity table
e View molecular specificities
e View screening results
¢ Add comments and mark the sample for more testing
e View a report for the current sample
) Baselmet'ilz'_hreshold Click to sort by
Antigen Search box setling well position
1
drwkzeDate Reports Data Sempe  Paient Incll Profile  Utiltse:  Help  Exit
CHREZCAEEL & % ] ¥
o —— e -l A Lazare, Susf
S v i rer 7?[
o ! r(ye = o
Reaction --: L] E = = Bead
Input Pane | M H | “  Graph
#-- & n | —-—
A m e e T B SR
= 2 @ B ¥ % B B 8 B8 z B & 3 3 B = 2. B @ = Specificities
Analysis = '
tools ' e €] CREG Bar
= \A: :-:'. :- & CaB r_sun :.IJ:E: Tpme Final
' 5] Assignment
/ area
-?at:r: f;:‘?_:?w T ] . :;%;I. 3 SR = Trag oot m' ;
Comments Area Click to display Select if more Click to Click to Save and
(double-click to expand it) % Donor PRA tests are calculate display results  Confirm
required % Donor PRA  as Raw data buttons
LCT Analysis Window
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Reaction Input and Analysis Pane

The pane in the upper left of the window displays each bead grouping of the test on a separate tab. Each
bead is listed with specificity and reaction button.

To switch between panes, click on the tab of the selected bead group.

When clicked, the reaction for the selected bead switches between the following numbers and colors:

Reaction Input &

® 1 (green) Analysis pane

Sample D= | 171772013 =]
Sampls

e 8 (red) S S RCRCE
LB EEE
L B[] [ [

* 6( ) inlolefaloln
[ [ = [ [ [
L] 0] OB G [

* 4(gold) EEHECEE
L] 0] O B = [
o[e] [ [ [e] [«] [©

e 2( ) CHEOEE
A [ [ [ 6] 3
A [ [ [ [E [

® 0 (gray) addvew || 3eanaize || <mro |

e If you change a reaction button, the focus shifts to the next button. You can also manually type
in reactions instead of clicking buttons.

e This panel launches the analysis of the current sample using the latest changes in reaction.

e If the sample has not been analyzed yet, the button is labeled Analyze. If analysis already exists
for the sample, then the button is labeled ReAnalyze. This button is only enabled when a
Sample ID has been entered. If a sample ID has not been entered when this button is clicked, the

sample ID field is flagged with !, and no analysis is performed.

Adding Tray Information

You can add information about the current tray, such as expiration date, by clicking the +Info button

[0 ] The following dialog box is displayed when you click this button, allowing you to add information

about this sample tray.
p Y Add Tray Information screen

_» More Test Information x|

seader BErmt wiabliy s [g
Detc Read ¢ B - Cil

Counpl. M0 : Lzompl. Lot

AHG Lot [

Savs Close I |
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Find Antigen

To enter multiple antigens, use a space to separate antigen entries. All entered antigens are circled in the
specificity field. Clicking on the labels for Tail Analysis Results, Epitope Analysis Results, or Final
Assignment creates circles around the specificities listed in the results area. Clicking on the “Exclude
Antigen” label circles the excluded antigens.

Note: If you use the Find Antigen feature while the window is displaying molecular specificities,
you cannot see the circled antigens until you deselect the DNA check box.

1. From the analysis window, type antigens or CREG groups (e.g., 1C or 2C) into the field next to the
Find Ag (Antigen) button. | A11 A3 B39 Bwe| [find Ag |

2. Click the Find Ag button | Findas.| £ circle the entered antigens or CREG groups.

Click the Find Ag button again to remove the circles form antigens in the specificity field.

CREG Table

The CREG groups are displayed at the top of the table, with the specificities for the group displayed
below. Specificities are highlighted in one of the following colors.

Note: If you want to hide the display of the CREG bar, click the CREG title at the top of the
window. A dialog box displays asking if you want to hide the CREG bar. Click Yes to hide it.
To re-display it, click again on the CREG title and click the Yes button to show it.

e Purple = positive assignments from the Epitope Analysis Results box
o = Tail assignments that are masked by Epitope analysis
¢ Blue = Cw assignments

e Green = Bwg and Bw6 assignments
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1. Click a CREG group or antigens to circle the corresponding specificities.

2. Right-click an antigen to move the specificity to the Final Assignments box.

Do the following if you want to use a different CREG table:

1. Click the LCT home page button, or select Utilities > Antibody Product
Configuration > Set Analysis Configuration.

2. From the Home page, click the Edit link to display the ——
Analysis Configuration Settings dialog box. (This
dialog box is displayed already if you are accessing it
through the Utilities menu.)

3. Select a table from the CREG drop-down list. EEELSEH

4. Click Save.

[wl Enable Popup Messages

CREG =  [«lN] Edit

Sort by Well Position

This button appears when the histogram is currently sorted by reaction. When clicked, it sorts the
histogram in order of well position, and the button is labeled Refresh.

1. From the analysis window, click the Sort by Well Position button setbwelroston |
2. To return to sorting by reaction, click the Refresh button [__remt__].

Before Sort by well is selected - in order of reaction.

2

't

H

: "H"H|||||||||||||||||||||||||||||
= IE 12 54 13 4 1D Fa) i iF oF A 5F 5] 5 ) 4 48 40 4F ) F 2 = o = 1F 18

After Sort by well is selected — in order of well position.

uDQ@@@JQ e S SR .
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Select Minimum Positive Threshold

You can change the minimum positive threshold using the pull-down menu.

e From the analysis window, select a new positive threshold from the Threshold drop-down list, next
to the analysis tools near the top of the window. The sample is re-analyzed according to the new
threshold. The effects of the threshold change is seen in the result boxes.

Setting the Minimum Positive Threshold

.
Threshold |

Exclude Antigen from Analysis

All antigens entered are excluded from analysis. To enter multiple antigens, use a comma to separate
antigen entries.

=1olx| . .
1. From the analysis window, click the Excl. Ag.
Antigens to be Excluded : (e.g. A1,A23,B55 ....)

" | button | #2445} The Exclude Antigen popup box is
displayed.

[ Exclude Patient Typing

Exclude Antigen setting

Type in antigens to exclude and click OK. Valid characters for the Exclude Antigen text box are alpha-
betic and numeric characters, spaces, commas, backspace characters and the carriage return.

Note: To also exclude all typing antigens for the associated patient, select the Exclude Patient
Typing check box.

The sample is re-analyzed, and the excluded antigens are listed in the Excluded Antigens field under the
analysis statistics box.
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To include these antigens again, click the Exel. Ag button again, click Clear to remove antigens from the
field, and then click OK to re-analyze with these antigens included.

Include/Exclude Cw

You can choose to include or exclude Cw antigen specificities from analysis.

1. Near the top of the analysis window, select the Cw check box ¥ to re-analyze with Cw

specificities.

2. Clear the Cw check box 2% to re-analyze without Cw specificities.

Raw Data Table

Positive beads are displayed in red text. Rows highlighted in yellow have normalized values over the
minimum value entered in the Min Value box. Changes made to the normalization formula and

o« CSUmmany
=d. Ag

# Cw ©

minimum normalized value apply only to the raw data table and not to analysis.

1. From the analysis window, click the Raw Data button in the bottom right of the analysis window

to display raw data table.

2. Click on a header to sort the table by that category.

3. Click B in the upper right corner of the table to close the window and to return to analysis.

Raw Data Table

e
Sample : BSmith-01553 Patient:  SB-2101
Session : LCT_20120330085145_LCT-60ABC_031_00 Test Date :
Catalog : LCT-60ABC_031_00 Pos. Threshold : X2
Well Position | Well Order | Cell I.D. |Raw |Run |51 52 s3 |54 |ss [se |s7 s %
» 001 25739 & 6 |m 12 B35 |B63 |Bwd |Bwé |Cwd |Cw7
s 002 25778 1 1 |m 223 |B49 |B57 |Bwd cw?
1c 003 25804 1 1 |m 226 |B38 |B73 |Bwd |Bwé |Cwl2 |Cwls |_|
1D 004 25817 1 1 |m n2a  |B2  |Bas Bwé |Cwé |Cw7
1E 003 25826 1 1 |m 232 |B42 |B44 |Bwd |Bwé |Cw5 |CwlT
1F 006 25796 1 1 |m 23z |Be  |Ba2 Bwé |Cw7 |Cwlo
2F 007 25769 1 1 |m 166 |BS0 |BSE |Bwd |Bwé |Cwd |Cw7
2E 00s 25707 1 1 |m 68 |B7 |B27 |Bwd |Bwé |Cw2
2D 009 23828 & g |m 168 |Bl8 |BS7 |Bwd |Bwé |Cwé |CwT
2c 010 25782 & 8 |az 211 |Bl13 |B46 |Bwd |Bwé |Cwl |Cwé
28 011 25789 1 1 (a2 211  |B13 |B55 |Bwd |Bwé |Cwl |Cw7
2 012 25801 1 1 (a2 211 |Bsé |Ban Bwé |Cw7 |Cwlo
2 013 25834 & 6 (a2 211  |B58 |B&0 |Bwd |Bwé |Cwln
3B 014 25745 1 1 a2 223 |ps53 (B8l |Pwd |Bwe |cws lcwe [T
Report || printScreen ||  Close
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Raw Data Report

For easier navigation, exporting and printing, you can create a report containing raw data information
the current sample.

for

1. Once the Raw Data Table is displayed, click the Report button in the bottom right portion of the

Raw Data Table window to display a report of the raw data.

LCT Raw Data Report

BSmith-01553 Patient  SB-2101

Session LCT_20120330085145_LCT-60ABC 031_00 Test Date
CatalogID LCT-60ABC 031_00
Pos, Threshold X2

Well Position ~ Well Order Probe/Cell L), RawData
1A 001 25739 g

1B 00z 25778 1
1 003 238 1
jin] 004 25817 1
1E 005 25826 1
IF 006 25796 1
IF 0o7 25769 1
IE 008 25707 1
pin ] 009 25828 8
c 010 25782 8
1B 011 25789 1
2A 012 25801 1

g

25834

Donor PRA

You can display the percentage of PRA from available donors in the system or from selected donor
groups who match the computer-assigned antibodies for the current sample.

Note: To select a donor group(s), select Utilities > General Settings. To create a donor group,
select Patient Info > Manage Patient, select Donor in the Patient/Donor field, and fill in
the donor group field.

1. For Single Antigen or PRA analysis, click the DPRA button . DPRA pop-up message
A pop-up box displays the percentage of matching donor PRA and the total Q) i T
number of donors that were considered in the calculation. # of Doners 1 5

2. Click OK to close the box.

0% | The percentage and number of donors remains displayed next to the Donor PRA
button.
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Calculated PRA

You can perform Calculated PRA (CPRA) analysis by clicking on the CPRA button, found to the right
of the DPRA button on the lower left panel. Clicking the CPRA button will calculate PRA (UNOS calcu-
lator) using unacceptable antigens assigned to the patient record.

To perform Calculated PRA (CPRA) analysis using the unacceptable antigens for the patient,

1. From within the Final Assignment box, select several antigens by highlighting them, then
right-click and choose “Add Unacceptable Antigen.”

Final As=signment

Copy Final Assignment

| Add Unacceptable Antigen - 2. Click the CPRA button. The percentage score
Add Acceptable Antigen will appear next to the CPRA button.
1 80 0 0.28 100 B49
14 20 (1] 0.28 100 Cwls
1 1c 80 0 0.28 100 B Cw2
| cPra | 36% as of S/202015
Comments/
(System):
Unacceptable |Bl3,Cw18,Cw6,Cw5
ntigen

Adding Comments to Samples

Sample comments are displayed for the sample’s results in the current analysis session in all analysis,
data look up and reporting functions in HLA Fusion.

1. In the analysis window, type sample comments into the Comments field below the Assignments
area.

User Comment:

Standard comment field

Comment Window is
[Low Bead Count Inwaid Test [Bead Count Failure = 43] |=( displayed if you double-

click in the standard
_ene | | comments field.
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Comments are only saved when you click Save.

Flagging a Sample for Further Testing

Marking a sample for more testing displays the More Tests check box for the sample’s results in the
current analysis session in all analysis, data look up and reporting functions in HLA Fusion.

g H -
| »

signment ¢ More Test

¢ In the analysis window, check the More Tests check box
located below the Assignments area.

Printing the Current Analysis Window

The Print Screen button prints the currently displayed analysis window.

¢ From the analysis window, click the Print Screen button ] on the toolbar to print the current
analysis screen.
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Previewing and Printing Reports

Preview or Print Reports

@Al Adu 45

To view or print an Antibody Screening Mixed Data report for

the current sample, use the Preview Report button on the ": R
toolbar. 7 Patient Custom
Antibody Screening/ID
e In the analysis window, click the Preview Report button Antibody Sereening Results M
or Print Report button €/ to display a list of reports you Antibody Custom
can print or preview for the current sample. LCT-Specificity

Making Final Assignments

Final assignments can be made from either the Tail or Epitope results lists. Once a specificity has been
moved to the Final Assignments area, it is no longer displayed in its initial results box. You can select
more than one specificity in a given results field by holding down the Ctrl key and clicking multiple
specificities.

From the analysis window, do one of the following to make assignments:

® Double-click an antigen specificity in the Tail or Epitope Analysis results box to assign the
specified antigen to the Final Assignment field.

e Click to highlight the specificity and click the Assign Single button [>]to move it to the Final
Assignment field.

¢ (Click the Assign All button [ to the right of the Tail or Epitope list to move all the current
results on that list to the Final Assignments field.

e Right-click on a specificity, or CREG group on the CREG Table to assign it to the Final
Assignments area.

Manual Assignments

Manual assignments can be entered in the field below the Final Assignments results field. Enter
multiple manual assignments by leaving a space between each specificity.

1. From the analysis window, type a manual antigen specificity assignment in the field under the Final
Assignment box.
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Click the Assign button 2], just above the Manual

Assignment field, to add the assignment to the LILI X | " | Assign -ve | Manual

Final Assignment results field. B13642 <@ Assignment
Area

Assigning Negative Sample Values
You can assign a negative value to a sample even if analysis shows some positive results.

¢ From the analysis window, click the Assign -ve button , located just above the Manual
Assignment field, to assign all samples on the Final Assignment results box a negative value.

Removing Assignments

Specificities can be removed from the Final Assignments results field. You can remove more than

one specificity by holding down the Ctrl 2 key and clicking each specificity you want to remove.

¢ From the analysis window, click to highlight specificities on the Final Assignment list (hold down
the CTRL key to select more than one), and click the Remove X button, located below the Final
Assignments results box.

Saving Assignments

Lab technicians and supervisors can save analysis results for further review and approval. Saved samples
are available for confirmation only by a lab supervisor

e From the analysis window, click the Save button , located in the bottom right corner of the
analysis window to save analysis results for all the specificities currently listed in the Final
Assignments field.

Fusion automatically moves you to the next sample.

For confirmation, a supervisor needs to access the sample for which you saved the assignments. You can
return to the sample any time prior to confirmation if you need to make changes. Click the Reanalyze
button and then the Save button again.

Confirming Assignments

Lab supervisors can confirm analysis results. When they do so, samples are marked as Confirmed. The
Confirm button is purple when you view a confirmed sample.

e From the analysis window, click the Confirm button Leeim>> | Jocated in the bottom right corner of
the window, to confirm all analysis results that have been saved in the Final Assignments results box.
You automatically move to the next sample to continue confirming results.

When you first return to a confirmed sample, you see that the Confirm button is now shaded purple
N 0 Jet you know it has been confirmed before.
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Navigator Right-Click Menu Options for LCT Sessions

Analysis options are available through the Navigator—whether you are in the LCT session summary view
or on an analysis screen for a sample. By right-clicking on either a session or a sample in the Navigator
window when either a session summary or analysis window is displayed, you access menu options that
allow you to affect your LCT analysis sessions before or during analysis.

Right-click (Sample-level) options .
Right-click (Session-level) options

Mavigator

g Mawigator r
= T
_— Group:  Product ¢ Test Date é 4 n?
""""  Catalog (" SessionDate |2 Group: * Product " Test Date =
_______ " Catalog (" Session Date |S
------- =-LCT (u]
....... =84 LCT_20120230085145_LCT- i lEWTas

e

Related Records s, I Reanalyze using New Settings/Catalog QJ

SERC SRS LCT_20120323165923_LCT-
LCT_20120329165547_LCT-
LCT_20120329164926_LCT-
LCT_20120329164853_LCT-
LCT_20120329155126_LCT-

N
.
)

T TS TR T

 LCT_20120323164853_LCT-
D[ ‘_: LCT_20120325155126_LCT-
;| S8 LCT_20120328150916_LCT-

aa

5l

YO

)
s
-
5
)
th
-
5
o

Reanalyze with New Catalog
Allows the session to by re-analyzed using a new or updated catalog file.
1. Rename the session.
2. Click the drop-down arrow in the New Catalog ID field, and select a new catalog from the list.

3. Click the Analysis button.
The session on which you right-clicked is reanalyzed with the catalog file you just selected.

Reanalyze with a new catalog

e
HLA Fusi
™ [
usion Rename the
new session
Old Session ID: [LCT_20120330085145_LCT-60ABC_031 | to avoid
duplicate
New Session ID: | 20120330085145_LCT-60ABC_031_00_3 g "
| | F~ session
New Gatalog ID: |LCT-60ABC_031_00 | names.
| Analysis | | cancet

V/ONE LAMBDA ® ® ®
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Sample-Level Options

The Related Records and Side By Side Analysis menu options are available if you right-click on an
active sample in the Navigator (first activate the sample with a left click):

Related Records

A related record is a record that is associated with the current sample by patient or sample ID.

Note: This option is also available by using the Related Records toolbar button )

e Select this menu option to load all records related to the current sample into the Sample drop-down
list. Use the sample navigation arrows to display the analysis of each related record one by one.

e To go back to viewing the samples in the current sessions, click the <<Summary link at the top of
the window.

Side By Side Analysis

Use this option compare the current sample analysis with one previously conducted.

Note: This option is also available by using the Side By Side Analysis toolbar button .

Side-by-Side analysis

ss Data Sample Patientinfo Profle Utlities Help Exit
“§ Ao | e W B (5] (5 S | <<sommary [estl =l

[ Find Ag. [ Exci. Ag | Thveshdd 6 =) Sort by Well Position z

o [2F

BETFIE
= -

CEREE" |,
FEFEE
CEEEE"
EEEEE-

Current
Analysis

I |

T3 H as‘ 3

|

Previous
Analysis

40

[ owoe o gl

@@ > » cSNeremses s

1. Right-click a sample from the Navigator. A list of available samples is displayed.

2. Select a previous sample analysis from the displayed list to compare to the current one. The two
analysis windows are then displayed in a comparison window. Each window can be resized and
moved by dragging and dropping. Click the Side By Side Analysis toolbar button to cancel the
comparison display.
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Reports

HLA Fusion™ provides different report formats in which to output your analysis data and results. From
the Reports menu you can do the following:

e (Create, print and export reports for analysis data for all supported products.
e Create custom reports for which you determine content type.

¢ Create reports for electronic submission, such as NMDP HML reports.

e Store as many as 18 reports in a My Favorites list for convenient access.

e Modify the appearance of any report, such as fonts, formatting, and background colors,
(supervisors only).

In addition, the following are a few considerations before you create reports in HLA Fusion:

e The report date is in a different font than the other report contents. This is by design to allow the
Crystal Reports date field to be displayed in PDF format in various language and regional settings.

e Please verify the reports and the data during the installation and validation process.

e All report files are made available to you so that you can arrange and size the fields to meet your
needs.

Note: To view reports, your computer must have some form of printer driver installed. If you do
not have a printer driver installed, you can download a free copy of PDF Distiller from
Adobe.com, or Microsoft Office Document Image Writer from Microsoft.com. In addition,
you can print and export these reports from the analysis or batch summary window.

Sample IDs, Patient IDs, Well IDs, Alleles, Serology, and so forth are sorted
alphanumerically in reports, just as they are on other HLA Fusion forms and lists.
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Using the Reports Window

The following sections describe how to create, save and print a report containing your analysis data. Here
are the main steps you must take to create a report from this window:

Select a report type.

As needed, select criteria to refine report input, such as date range.
Select the sessions or samples to include in the report.

Select the View Report or the Export Report button

w N =

Accessing the Reports Window

Access the Reports window in one of two ways:
¢ On the home page, click Reports button on the Fusion Explorer.
e Orclick, Rererts on the Fusion menu bar.

The Reports window is displayed, with a list of any sessions that fall within the date range (based on
the session date range set in the Find (& dialog box). If no session are displayed, try modifying the

date range.
Set the Shortcuts Create a Save and To format
order and to other Separate Access reports
sort criteria Fusion Toclose Report upto18 and create
for report menu  the reportsfor each different data
columns. options. window sample reports export View,
Report .
types = Patient  Generic Typing me Generic Antibody een T L FowPRA  Spechlty Statistical [Miscellaneous My Fgunl'e Twls/ CuStOlee,
Frdan o[- =7 Fhsample Summary | View Records | Patient Info | Close equrt or
Sesions [¢ - Sort By 1 15ample Per Report ™ Translate Allles : ‘ ema" a
Date range || swnem[" | | p= j atonrec M iew rioport [ Export oot [ et nepont_| Cotomeen epet || -eeoooo—————repOIt.
CatalogID < |
. for = iI ﬂ N:me: Combined P: (NMDP) Report
displayed | ... o5me s rome 3 title
sessions i
N nclude all rec r les Sessions Samples ¥ show selected samples
CII:_II(ttO 7 tndlude of combined samples ncld ¥|_SamplfName ] LocusITypav| Session 7| Nbs [ WM ] Mor 7] well 7| ViellSistus W] PatientlD W] AnalyzedBy W] AnalysisDT ¥ Co
lcer Reset Find
sessions by -
— ™ Local I "— . N
selected [lcwcorve e List 9f
criteria Coralog 10, =] sessions
Lo oo =l Filtered
You can e v e . by report
pair a Tech 10: [gsnith = t
e a— e and
catalog ID fsession Statust |Unfinished i | ix:ut
and alleles, || =" put
(that match’ STmERETE criteria.
” Ies 'n IgrETEstsCN;Eded @ o
alle | Yes No
Notes/Remarks Added
the allele Oves Ono @ al
pvalr 0'; q e DET_EWs = T quired: Carefully review all HLA Typing and data in all reports for accuracy.
assigne
) I’
allele field.) Criteria to Select a tab
refine report to view either
data (filters by session
the displayed or sample.
sessions)
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Select Report Type

e Select a report from the report type menu options displayed at the top of the Reports window.
The list of sessions in the right pane of the Reports window is filtered to display only the ones
related to the selected report type.

Report Types
i+ | & | r=| ol o % Al -
PalienlL Generic Typiny LAEType Miu uSSP Gerneric An libody LABSu een LAT LCT FluwPR Spedially Slalislical Miscellanewus My Favurile Tuuls 3

Refine Report Input

If needed, use the left panel of the Reports window, to further filter the sessions you want to include in
your report. There are a number of criteria you can set:

Sample ID: ™

Patient ID: =
Session: =

Specificity:
Test Date: D . D -

. . Session Date:  3(19/2012 v ~ 4f 2(2012 ~
1. Enter a Patient ID, Session or Sample ID

fields, or browse for the information with the [P Incude ol combined somples

Browse [ button. [ Resec | [_rina |t Click to filter sessions
by selected criteria.

[] tndude all records for samples

2. Adjust the date range. Use the drop-down L [-]]
calendars in the Session Date fields to select | S=laTvee: ~ [-]
a different start and end date. . -]
Locus: = EI
3. Enter or browse for specific sample or session N -]

Tech ID: I:

characteristics or status (see below).

4

Session Status: I =

4. Once you set criteria and click the Find e sample, session
button on the left panel of the Reports Oves Olo ® Al S:‘at“-" :’f ?tt’_‘ef
window, the session list in the right panel of e e o sonrch critaria
the window filters accordingly. Arilysis Data Exists

Wives Mo oAl
Assignments Made

Cives Do & Al
Generic Ambiguity Exists
Cives ONo oAl

False Reaction Exists

Cives Do & Al i

LBSW Generated

Oves Do & Al
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Session/Sample Selection

¢ Inthe Samples/Sessions list, click the + sign next to any session to expand the display to show its

samples.
View by Sessions
or by Samples
SessionJ Samples \;
A session with Includ <7 Session 7| TestDate +F|Product Type V| Clpera
some, but not all —— RS502345_008_03 04/30/2009 LABType BSmith
samples selected i
P [ CL2000_DR_L1&_|D756 03142012 LABType BESmith
[ E202011CLOCT014595210455 0B/2012011 LABType ESmith Sessions
A session with all : . - . . .
samples selected —-b 4-3-12 QAP R5502345010_ID1147 | 04/03/2012 LABType BESmith
= [ 2-12-2010 DRE1 Locus DZ 02122010 LABType BSmit

il

4
el | vl

25458
25465
25470
25471
25472
25475
25476

O
oo
O

Samples -<'

ENENsE s

Oooooo@o
Oooocoo

ENEEE

Includ 7| NB 7| NM 7| Mor ¥|  PatientiD 7|  Sample
[

1

2
3
4
5
&

I
Batclf

Batcli

Batclf
4

Batc
Ea
Bat%

Bat?‘

1. Select the check boxes next to each sample you want to include in a report. Select the check box
next to a session ID to include all of its samples. (Deselect the check box of any sample or session

you do not want to include in the report.)

2. If at least one sample has been selected for a session, the Include cell for that session is
highlighted with grey. If all samples for a session are selected, there is a check box in the Include

In cell.

3. (Optional) To view all the samples available, or to view only the samples you have selected so far,
click the Samples tab and select or deselect the check box for Show selected samples.

4. Alternatively, you can right-click on a session or sample and apply one of the following:
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Sessions Samples
Includ V| Session | TestDate +|Produ
[]  RsS02345 008 03 04302003 LABT ¢ Select All: select all sessions and samples for
B G selectan (GRAaMZ | LAY inclusion in the report.
0 |y Deselect All 02/22/2010 LABS
[ - LABT| .
= S nabsissdea v Lastype = * Deselect All: deselect all sessions and samples
Category Select 3 Micro 55P . . .

[ | 2T URETTSEE DT Lﬁ:;r:creen L\\, LABT] fI’Ol’n lncll,ISlOn mn the I'epOI't.
| 20080117_LSM_LOT13_ID43 LAT LABS
[] 20080116 PRA2_LOT10_ID43 Let LABS e Analysis Select: specify the analysis product
[l 20080116 LSM_LOT13_ID41 FlowPRA LABS report type (LABType, Micro SSP, LABScreen,
[ 120408 CII SA 006_ID2288 Quantiplex Beads LABS ete )
[ | 120408 CI SA003_ID2287-A LABType QC 550 LABS )
= 120408 CI SA 003_ID2287 12/04/2008 LABS
[ 06302011DRASHIB0E4 087302011 | LABT] * Category Select: choose the report category—

= molecular or antibody.

Note: To create a separate report for each selected sample, select the check box next to 1
Sample per Report.
1 Sample Per Report
y
C View Report Export Report

View, Print or Export Reports

® Once you have the report type and all the samples selected, click View Report. The report is
displayed in a separate window, the Report Viewer.

Example of a report viewed in the Report Viewer

&, Molecular Custom Report ‘ ‘ ol e
@& s » w1 /252 i @ -
Main Report

Smith's Custom Report

LabName: One Lambda, Inc.

Street: 21200 Oxnard Sireet
LabCig:  Oxnard

Institute:  One Lambda Institute:

StawProvines:  CA Emal:  emai@oliorg

Lab Code:

Contaet:  Dy. Emilia Johnson

Interpretation

Region:  NSW Zip/Postal Code: 91361 Pheme:  ($18) 353-1212
Counoy:  USA Fax: (318) 5551212
Notes:
SampleID: 25468 LoealD:
Sample Date: Test Date Feb 12, 2012
Catabg: R330251_015_09 Locus: DRBL TestPos: 1
Control Values
Exom! ABC 2916 DQal DQBI DPal DFBL
Exon3 ABC DQAl DQBL DPAL DPBI
Exond&S A B c
Exont&7 € N 854

81811811181111811111181111111811;

118111811111111818111 11111111111

N 0 A i rran O L AN SN0 SRR ™ e

DRBI*1:01:01-01:20¢
DRBI*03:02:01-02:02 3 2712935
DRBI#04:01:01-01:08 1307:01-08/1416-1 1242

283 1/33-3 573843454 A 854 ST/6 1646669710 T 202 T4~ T TS
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The Report Viewer contains various toolbar buttons to allow you to export, print and navigate through

your report.

The functionality of these buttons is described in the following table:

Report Viewer Toolbar

& & ||t

oM |1 A7 @ = -

Toolbar Button

What it Does

Export Report: Exports reports in one of several available
formats including, Crystal Reports, PDF and Microsoft Word.

Print Report: Sends the current report directly to the printer.

Toggle Group Tree: Opens a tree panel on the left side of
the Report Viewer window which lists all the samples
included in the current report.

Report Page Navigator: If the report has multiple pages,
these buttons allow you to move to the first page, the next
page, the previous page or the last page.

Find Text: Clicking this button opens a text box which allows
you to search and find text throughout the report.

Zoom: Click the down arrow on this button to choose a zoom
setting, view an entire report page, or view by the report
page’s width.

To close the Report Viewer window, click the Close button Hin upper right corner of the viewer.
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Export Report

1. Click the Export Report button when you want to export a report in one of several
standard formats. The Select Output Directory and Save Type dialog box is displayed.

Exported report destination/file save as type screen

x
g:_)(_\] | . = OLLHUSION - deta + redort - liﬂll Search rapart E‘
Fle nzme: | ﬂ
Save 25 tvpe: |I"‘Ii|:r:|sc1't Excel {*.xl3) j
¥ Browse =nlders| Save I Cancel |
Z

1. Enter a name for the current exported report, or browse for a report file to export.

2. Select a format from the Save as type drop-down list (Excel, Acrobat, Word, or Rich Text
format).
3. Click OK. By default, the file is saved in C: \OLI Fusion\data\report) .

Accessing Reports from the My Favorite Menu

The My Favorite menu is a convenient way for you to access and generate the reports you use most. You
can make as many as 18 report types available from the My Favorite drop-down, including custom

reports. Adding to or deleting from the list is easy.
Adding Reports to My Favorite

1. Make sure you have selected the report you want to add to My Favorite (verify that its name is
displayed in the Report Options section of the Reports window).

Add a new report to the My Favorites menu.

H My Favorite Tools

| Add to My Favorite [ |

xH Remove from My Favarite

|[(Ewont Repont || Emast Repon
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2. Select My Favorite > Add to My Favorite.

The current report name is added to your My Favorite menu. When you want to generate this report,

just click on its name from the bottom portion of the My Favorite menu.

My Fawvorite

Add to My Favarite

Remove fram My Favarite

LCT Specificity

at any time.

Removing Reports from My Favorite

1. Select My Favorite, and select the report you want to remove from the list of reports at the

bottom of the menu. The My Favorite menu closes.

2. Select My Favorite > Remove from My Favorite.

Add to My Favorite
Remaove from My Favarite M

LCT Spedificity

The report you selected in step 1 is no longer displayed at the bottom of the My Favorite menu.

Saved reports are
listed below this line
and can be accessed
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Reports Tools

Customizing Report Appearance

Note: You must be a supervisor-level user in HLA Fusion and have Crystal Report Designer
software installed on your computer to use this feature.

This feature allows you to format the appearance of HLA Fusion reports to meet your specific needs. For
example, you can change fonts, size and color as well as the location of text and data fields on the report.

e HLA Fusion automatically launches the report designer if it is installed in the default directory
(C:\Program Files (x86)\SAP BusinessObjects\SAP BusinessObjects Enterprise XI
4.0\win32 x86\crw32.exe).

e Use Notepad to open the OneLambda. Fusion.Interface.exe configuration file, located in C: \Program
Files (x86)\One Lambda\HLA Fusion 4.0. Make sure that the Crystal Reports Designer path
name is entered on the following line of this file (see figure below):

<add key="ReportDesigner” value="C:\Program Files (x86)\SAP BusinessObjects\SAP
BusinessObjects Enterprise XI 4.0\win32 x86\crw32.exe” />

Editing OneLambda.Fusion.Interface.exe

| Onelambda.Fusion Interface.exe - Notepac =R
pa

Filz=  Edt Format View Hela

<?xm] version="1.0"7> A
<configuration>
“<conT 'IgSGCt'IOI’S‘-—
<section name="exceptiomManagement” type="Microsoft. spplicationBlocks. ExceptionManacement. ExceptiorManager SectionHandler Microsoft. Applic
</configsecticns>
<excaptionManagenent mode—"on"=
<puE'I'isher assembly="0oneLambda.Fusion.FusionCcmmon” type="0OneLamkda.Fusion. FusicnCommon. ExceptionPublisher” TileName="C:OLI FUSION\Fusic
</exceptionManagement>
<appsettings:
<!--if 'True’ Master Contrcl service will be used--»
<add key="Isserviceusedforbownload” value="False" /=
<add key—"Applicationkey" wvalue—"9EADFO53-AB4S-1/D1-B6DE-3OAI7CEBEGESA" /=
<add key="Ncmenclaturevault” value="Nomenclature-REL" />
<add key="Packagingvault” value="Packaging-REL" />
<add key-"cocnnectionst r'lng value-"Data source— ({loca’ J\FUSION_SQL11EXP; Initial Catalog-FUSIONS;User ID-FUSION_USER;Password-pP_@Zamp;&amp;
<add key="connectionstring_| Hap'lotype value="" />
<add key="svTPserver” value="
<add key—"svTPuser" walue-"" -"‘-
<add key="pefaultmailInfo" value="xml" /=
<add key="cocntact' value="Contact Name" />
<add key—"FusionguIMode" value-"vavigator"' /=
<!-- pptional value "Navigator” -->
<!--IVD Version-->
<add key—"oreLambdaEmail"” wvalue—"gs. jhaBonelambda.com” />
<add key="Productkey" value="{3DEB63E4-| FLDD—d—CdF B6CC-F1DAOFEGFBF3}" />
<add key="scTCommandTimeout” value="1000"
<add key—"reportPath” \.a'lue— C: \JLI FUSION\r‘pt\IVD 1.0%" /=
<add key:"we comescresn” value="ves" />
<add key="ReportDasigner” value="C:\Program Files (x86)\5AP BusinessObjects\SAP Businessobjects Enterprise XI 4.0%Wwin32_x86\cruw3z. exe" />
<add key—"pcNotwarnresolution” vaue-"""/>
<add key="Ambiguity_Racommendation” value="true" />
<!--The following {eys are for Platedesign -->
=add key-"LABXprassLogPath” value-"C:“OLL FUSION\LA3Xprass\" />
<add key="XRCWD" value="True" /=

m

4 11l 3
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® Please note that all the report files used in HLA Fusion are installed in the directory C:\OLI
Fusion\rpt\IVD 4.0, and they all have the extension of .rpt. These files can be moved anywhere
for central access, but to do so, you must update the location (path) in the
OneLambda.Fusion.Interface.exe file.

® When you open a report to customize it, a backup copy is automatically created with the
timestamp as the suffix of the report name. This allows you to retrieve the original report
format, if needed.

1. Select Reports > Tools > Customize Report.
Use the Crystal Report Designer tools to modify the appearance of your report.
Once you have made changes to the report format, save it. Make sure you do not change the name of the

report file. Next time you run this report in HLA Fusion, the report will have the appearance you last
saved in Crystal Report Designer.

Creating Custom Data Export Templates

1. Select Tools > Setup Export to customize report data export by setting up templates that
determine the type of report data (session, sample, patient, results, etc.) is exported when you

select that template.

e | Tools The Export Data Setup dialog box is displayed, allowing you to select
Customize Report the name of the export template, the fields to be included, and the field

order you want for the template. Select check boxes on the left to select
Setup Data t
| pEaE Bxpor M category and fields. On the right side of the dialog box, drag and drop
—] Export Data 1 the fields, or hold CTRL and press the Up/Down arrow keys to change
| | the order.

) Export Data Setup =101x]
L = :
HLA Fusion~ UOOOCOOC 5
Export Name: ~|  (Umitedto 20 characters)
Select fields/options: Change ouiput order
I Patient «| [Patent - Fatient D =
Sampl Patient - Family ID
=log Patient - Middle Name
4l Catalog Detail Patient - Last Name
¥ Session Patiert - S5N
@ S N Fatient - Gender
1 Session Name Fatlert ~ Gend
~i# CSV Serial No Patiet - Ethriciy
-7 Analysis Type Patient - Address
[ Catalog ID Patient - Cy
i Sample Court ;:‘hex - atate
ient — Region
~ad] '8 Aclive Patiert - Zip Code
- Fun Date Patient - Emai
W Status Patient - Phone
| Session Date Patient - Work Phone
¥ Operater Patiert - Cell
o Paort - Fat
- Well Patient — Employer
- Well Detal Patient - Spouse Name
W Bead ID Fatiet - Spouse Blood Type
1 Count Patient - Emergency Contact
Patient - Emergency Tel
~Ml Raw Data Patiert - DCN =l
-2 P =l
(' ONE LAMBDA ® ® @

Export Data Setup screen
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2. When you are done, click the Save button.

The new template is added to available export templates from the Tools > Export Data menu.

Export Data — Select template

+ | Tools
1 Customize Report
| Setup Data Export

_| % Export Data 3 | Export 1

Testone

3. When you are ready to export data, first select all the sessions you want to include from the
available list. Then, select Tools > Export Data, and select one of the templates. The Export

Data dialog box is displayed.
Export Data - file save location

- & |l

‘k:‘é“' .+ DLLTUGION - dats - export -

Ledled | @) ¢

He nams=: IFLEi:n Data. sy

Save 25 typ=: |'33l.-' formart (=.csv)

= Drosmss Foldr_rsl

Save | Cancel
e |

4. Select the format for the exported data—XML, CSV or Text. The exported data file is saved by

default in C: \OLI Fusion\data\export.

Creating Custom Reports

Certain report types allow you to customize the types of fields to include.

Note: For Molecular Custom or Antibody Custom reports, you must make sure the Free 3 of 9
Extended font is installed on your computer—otherwise, the barcode is not recognized. If
needed, you can download this font for free at http://www.free-barcode-font.com/.

1. To create a custom report, select a report type containing the word “Custom” in its name, (e.g.,
Molecular Custom, under the Generic Typing report type menu).

2. Click the Setup button in the Report Option section of the window.
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&% Molecular Custom Report Setup

HLA Fusion”

Lab Information

Fatient 1D, Name (REQUIRED for this group)
[] Project Type:

[C] ssN

Ethnicity, DO, Gender

Disease, Status, Blood, Transplant Type

[] Address, Phone, Email

Spouse, Emg. Contact, Employer

[] DCN. Hospital. Division

Donor Info
Typing Irfo
Approved By

Sample ID/Local ID
Sample Session Info
[[] Saved/Corfimned Info
More Testing Needed
False Rns/Ambiguity Exists
System Comments
[C] Nomencizture / IMGT

BarCode
Sample Source

User Comments
[ Product Notes
NMDP/Local/P/G code update date

Cutoff Summary

[C] S50 Graph

Gel Image (SSP oriy)

[V ONE LamBDA © @ 0 |

Type or enter the report name™  Smith's Custom Molecular Report

Allele Pairs Assignment
lele Code Assigrment
erology Assignment
iggested Allele Codes
agested Serology
ggested Alele Pairs
‘Sequence

] Other Assignment
Force False

Match Reaction

Test Reactions

Postive Bsads/Wells Summary
lose Reaction Beads

PC NC Values

Test Details
Bead. Count
Ran
Specificity
Convetted HD Bead Court
Bead Revision Notes

Values
Recogrition Ste

(OO C

B

Uncheck All

e

&) Custom Antibody Screening Report Setup

HLA Fusion”

Type or nter the report name™

Smith's Custom Antibody Report
] Lab Infomation

Pabiert Information

7| Patiert. ID. Name (REQUIRED for this group)
V| Project Type.
] SSN
V] Bhricty. DO, Gender
V| Disease, Siatus, Bood, Transplant Type
V] Adcress. Phone, Email
| Spouss, Emg, Contact, Employer
] DCN, Hosptal, Division
| Donor Info.
V] Molecular Typing
[¥] Match / Mismaich

7| Add Ml Baseine
V] Acceptable Artigens
7] Unsccaptable Artigens

! Sero Typing

Semple infommation

/| Sampe |0 (REQUIRED) (] Barcode
[¥] System Comments 7! User Comments
[¥] Sample Source

Session Information

[#] Seasion ID/Date (REGUIRED forthis gmup)
[¥] Session Detais:
Test Postion, Catalog ID, Locus Type, Test
User/Date, Validation Liser/Date:
[¥] More Tests and Tests Remarks

(] Guartiplex/SFI

{VONE 'Q_' EDA © 8 @

9000000

Test Cordiguration

7| User Seftings
Excluded Antigens, Posttive Region
Threshold, Nomalization Formuda, Alele

/] NCand PC Values. % PRA or- %SA and
Cutoffs by Region

Overal Resuts/Assgrments
7] Overall Pos/Neg [¥] Other Assignments:
7] % PRA 7] *% Donor PRA
| Antibody Assgrment

Tad Analysis Results

7] Artibody Spechicty (REQUIRED for this group)
/! Tal Analyss Details:
TP/FP/FN/TN. R Value. Average Score. % Inclusion.
Strength Index

¥] Marual Tal Assigrment
Test and Catalog Details
7] Bead ID or Test Wel (REQUIRED for this grou)

| Test Vishies: Fon. Raw. Nomakized. Court
7| SFl Raw, SFI fomal

7] Passible Eptope [¥] Amina Acid Postion 7| Sem Specticity Sort by: [Bead ID -
] Alele Specificty ¥

T @ ASC () DESC

7] Antiody Specticty (REQUIRED for this group) & :::;:’g::

/| CREG Analysis Detals Raw Data Baseline

TP. PN, Maan (Raw) of Fostives Sort Artigen Using HLA Order
7] CREG Crart. Circle DSA i Sowe Sor Aphanumerically
oo | [omoim] [ | [owee | [ oo

Molecular Custom report setup screen

Antibody Custom report setup screen

The Custom Report Setup window is displayed, allowing you to customize report content by
selecting from various categories and fields.

Custom Molecular and Antibody Report Setup

1. Enter a name or select one from the drop-down list.

2. Select the check box next to each field you want to include in this report.

Note:

the category.

To include all related fields, you can click the Check All button to select all the fields in

3. Click the Save button to save the custom report setup you have just selected.
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Sample Summary

The Sample Summary feature lists multiple samples and their typing results.
e Select samples using the Reports window.

¢ (Click the Sample Summary button. The Sample Summary window is displayed; it contains
two tabs— Molecular and Antibody.

Sample Summary window

e Class | ] Cass I [ MIC |
PatientlD Sample Name Test | TestDate SessionlD CatalogID = = = Remarks
+- | % | Spechioty |+ | % | Speofity |+ | % | Speohicty |
1 04/02/2012 [LCT_20120402104320 L€ [LCT-30D_033_00 - Pos 33 DQ5DQ2DRIZ, = 2 -
<unnamed> (27193) 04/02/2012  |LSIPRAGI3 LSIPRANCI0013 | Pos 93 - i 2 Low PC (<500). -
<unnames> (27194) 04/022012 |LsiPRAOI3 LSIPRANCI002 | Pos 7 BG7.Cw7,B57.85 = - 2 Low PC (<500).Low NC Raw Value -
<unnameds (27195) 04/02/2012 |LSIPRAG13 LSIPRANCI0013 | Pos 80 B7.B81.B67.842 = ) i -
> (27196) 04/02:2012  [LSIPRAOI3 LSIPRANCIOO0I2 | Pos 20  B60.BI3B278B8 2 e i &
unnemed> (27197) 04/02/2012 |LSIPRAG13 ESIPRANCIONDIZ | Pos |71 BE3.Cw12,B568 = ) i -
med> (27138) 04/02/2012  |LSIPRAGI3 LSIPRANCIO013 | Pos 96 BE5.A66.863.A3 & ki e e
<ungaed> (27159) 04023012 _Jisipraots LSIPRANCTI0 012 | Neg 0 B B = -
S N v o pTa— Tl R —————— R A ——

Molecular Typing Sample Summary

Selected antigen typing records are displayed on the Molecular tab of the Sample Summary screen. You
can view typing information in a condensed format, as well as display more details for any sample.

1. Select samples using the Reports window. MicroSSP  Generic Antibod)

2. Click the Sample Summary button. The default tab is e Sl " Vi
Molecular.

3. Select an option from the Select Type of Data to Display drop-down list.

Reports — Sample Summary Screen

|
Molecuiar | Antibody |
Select Type of Datato Display  [Assigned Allele Pairs /Phenotype Assignment =l
[Suggested Alle Phencype
I s ele Pairs/Phengiype Assirment S
™ MoreTest s WDF /Other Code g g
I~ GenArbig [~ NMDP Serloay - - _ - -
I FabeRon [7 Remarks =] £ H = g &
2
™ MoreTe: g 2 g
I GenAmbig [~ NMD: il il z _ - -
I~ FalieRn [~ Rem E £ El = = ]
B
I~ MorTest g 2 g
I GenAmbig [~ NMD: il il z _ - -
I~ FabseRom H 2 H H £ E
4
I~ MoeTest QI QI EI
I GenAmbig [~ NMD: il il - _ - -
I P H Hi Hl ) | |
[ ona | [(Epon | [[Gose |
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The window displayed depends on the option selected.
¢ Click the Export button to export the displayed data as an Excel file.
* C(Click the DNA button to export molecular specificities as an Excel file.

4. Click the Close button Xl in the upper right corner of the window to close and return to the
Reports window.

Antibody Screening Sample Summary
Any selected antibody screening records are displayed on the Antibody tab of the Sample Summary
screen. You can view screening information in a condensed format, as well as display more details for
any sample.

1. Select samples using the Reports window.

2. Click the Sample Summary button.

3. Click the Antibody tab.

k2l
Molecuar | Antbedy
D Clase | | Class I [ MIC
PatientlD Semple Name N TesDate SessioniD CataloglD — — — Remarks
+ | % | Seectily | | % | Spechcly |+ | % | Speciioly |
loariberg 0611572005 _[araa0s L51a 15 Doy _|S1eRHes 001 | Pos 20 NE Raw »=1500
(g 061572009 _[aras0s L51a 19 Doy _|SIPNEE 91| Pos 13 LowNE Flaw Value
(2ot 061572005 _[aras0s L51a 1o Doy | ARG 9| Pos B0
(zman 061572009 _[aras0s L5t 1o Dosy | TARNGE 01| Pos 11 LowNE Fiaw Value
ez 061572005 _[arae0s 513 1o Dosy | TGS 0| Pos |28
() 061572009 _[arae0s 513 1o Doy | STAMNCE 00| Pos 53
T 061572005 _[arze0s 1513 1o ey | STARNCE 00| Neg |0 LowNE Fiaw Valie
16 Homp=(05.01 05 061572009 _[arze0s 513 1o Doy | STAMNCE 001 | Pos |94
06152009 [or2ans o1 15 mogy | STAMHCE 01| Pos |53
061572009 [ar2ats Le1a 15 mosy | STAMHNCE 01| Pos |14 LowNE Flaw Value
01572005 [araans Loma 1o o | STARHNCE D | Pos |3
01572005 [oraans 512 15 s | STARNCE DI | Neg |0
Seramns o077 [Le2PRANE 11 Po |00
060372005 ) Nea [0 NE Bead has o Rlan Value Higher than al =
Oe32005 0571 [Le2PRANE D11 e |0
Seramns 6571 [Le2PRANE D11 Por |6
CanaEns N EE
061572005 _[orasts Lota Lo ey _|SemaNes | Pos |2
s ompses-ie 061572005 _[arasns Lota 19 Doy | SeRNes o | Pos |74
eteiems 061572005 _[arasns Lota 19 oy _|SeRNcs o | Pos |34 LowNE Flan Value
sz 061572005 _[arasns L51a 15 Dosy_|SeRNC 0| Pos |54
et 061572005 _[aras0s Ls1a 19 Doy _|S1eRe 0| Pos 58
061572005 _[araa0s L51a 1o Doy | TARNEE 9| Pos |1 |B5ZCwb
061572005 _[o1a600 513 1o Doey | TPRANE | Fos |5 | AZASICWIAG =
061572005 _[o1ae0s 513 Lo osy | STACE 0| oo 33 | 88201AZ9 Cul =
mterto-r2) 061572005 _[arae0s 513 1o Dosy | TG 0| Pos |22 LowNE Fiaw Valie
seredizen 061572005 _[arze0s 513 1o ey | STAMNCE 0| Pos 72 LowNE Fiaw Valie
i 061572005 _[o12e0s Lo1a Lo eey | STACE 00| Pos 33 | Cwl G201 AT, = LowBead Court
2 06152005 _[or2ats Lot 15 masy | STARHCE 0| Pos 14 | 851 867855, 0n = LowBead Count Low NE Flaw Value
s 061572009 _[or2ans Le1a 15 mosy | STAMHCE 0| Pos 52 LowBead Court
e 01572005 _[araans Lo1a 1o moss | STARHNCE O | Neg |0
e P e e e Nea
e Sa0aEs 0077 [Lo2PRANCE 011 Neg [0
e e e e e Neg LowBead Court

Reports — Sample Summary Screen

¢ (Click the Export button to export the displayed data as an Excel file.
¢ Click the DNA button to export molecular specificities as an Excel file.

4. Click the Close button ¥l in the upper-right of the window to close and return to the Reports
window.
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View Records

The View Records feature presents typing results and analysis details for each sample selected. Sample

information is shown for one sample at a time. From the View Records menu, you can view screening and
typing records individually.

1. Select data records using the Reports window.

Sampie ID: 1 Session ID: 0407workshoprssof_00€_ID3210 HLA Locus: A —— ——
1 e At ny  RESA_D1_0E Operalo:
nea T - - Wiew Analysis
TestPus:  1(AT) TestDate:  Apr04, 2012 O Mare Teat
Close
Notes: | =
HLA Al ¢ Mia Allcle Code Scrology Codz
AUS:UZ ATSE0TLE Arbd xR A A" Hank™
50:01:06 02/03:10/00:51/0% 70 03:76/03:106 A A
/ U168/ 50 TINSEE 16/64:1 /758 WEd{A- AZE
1IN :24/60:12/60 33/G3:37/50:30/C0: 41 /G0-47/| &- AGL
R R R AR A B4 A" Hlark”
4:02:02 A30:77 42 4
B ATRE- TN A4 AL
4°03:02 A*G0:24 A3 AGD
NC Bead : NC Raw : 13.3100004196° 8
Gf| | Bead | Recopniion S| PC 3ead | PC Rew | Cuof | Default | Rew | Normal | Reen | Probe =
» 2 F--T-—-72 M3 2407 1R 75 Pl 1383 n 1 7
] 7R-FS-RIBD 013 2407 1R 45 45 174 n 1
(1 A—H-—H) |14 2400 R LU L)) 14714 0 1 -
Ll [12h-13-A-Thi [1CL) bk BY E hll Th 14 0 1
o Bl-HN-55 - (UT2 240208 20 il 165104 u 1
un M08 013 240208 35 38 LTraR ) 138 3
01z 52E-GHES 013 240218 60 60 1185 1] |
013 Zositive Cort (013 240218 100 100 240:. 18 120 3 Fesitive Canwrol (Exon 2)
015 I11—E-H-11 032 205563 35 38 1131 1] | ADEEZ ANAJEE A24E
o7 TE-RIALR—3 013 240218 25 25 1052 1] | ADZE 1T 21247125 136
03 B—r-—-12+ 013 240218 25 25 1241 o 1 A “O5:0426:01706:
020 [ — 13 013 240218 20 20 102292 42 3 A 01701:31001:33
01 53h-RNES 13 240218 30 i 2168.81 30 3 A 55, ATD3:24
02z 1459TAE-153 (32 205563 80 80 16.17 o 1 A 0170304381713
027 b L WATA L B v ] JOFRFE S0 A0 'Tal el Bl 51 138 2 Yo s o =T I s T e 4 -

2. Click the View Records button.

Reports — View Records Screen

3. Use the arrow buttons to navigate through samples.

4. Click the View Analysis button Mewanavsis  tg open the analysis window for the current sample.

The analysis window can be resized.
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Reports — View Records Screen

&
Sample I: 1043 herg Session I 012506_L512_19_1Ds63 HLALocus:  single Antgen !
Locat D: Catalog I Lsta0enCe_ 001 12 oporator:
TestPos: 11(C2) Test Date: jun 15,2008 O More Test
Notes: NC Raw >=1500
ooty Fossibi e
ey =D HSA  ssignment Epitope Bead
o ® o
*
=
e e e e Ve Sy - S
» Class | HE 3 20 32 34 15144 848513 626329 BaseLine Sero -
Class |l - - - = (i) () (il =
MIC (i) (il (nully
=
et artysis
Coss_sper 0w e Guos | sper. Mg T 10 T T faus swenom
O N
,
o G R [ TR e N
[ | 1 BB 196652 |2 1610 72 03 100 o

] [Bead R
> om 5144
348513

jomal Fatio

) )

R
[rul)
[rul)

Court Speciicty

El
261

Molecular Specifiily

Use Default | Graph Raw | Adj. Cut-off

a
B El
B

Bw o

woze
g

T

5. Click the Close [cese | button to close the window and return to the Reports window.

Patient Info

You can view patient records associated with selected samples by clicking on the Patient Info tab.
Patient information can also be viewed by patient ID using the Patient look up function of the Patient
Management menu. From the Patient Info menu, you can view Patient/Donor records.

To view patient information, you must select a sample(s). You can view, but not edit the displayed

information.

1. Select sessions or samples from the Reports window that have an associated Patient/Donor ID.

2. Click the Patient Info button [Patient info |

The Patient/Donor information screen is displayed.
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Patient Information Screen

&, Patient Info

Archived

Patiert/Donor Info
Patient/Donor ID*  B&IC Family ID Argin
First Mame * James Last Name ~ Argin
Middle Name Birthdate
55N 995959598 Gender Male Female (@ UNK
Ethricity Indo-European CategonGP® 5 e Animal
Address 1217 Holicut Lane
City Glendale Region
State/Province Ca Postal Code 91203
Country us Phene (818) 555-1212
Email fddress  5j@emaiffubs com Mobile (818) 5551212
Emplayer Genuine Industries, Inc. Wark (218) 5551212

Fax
Donor Center ID ggv17 Disease
Division Erwin Street Blood Type
HospitalMame  Kaiser Permanente Rh Patient/Donor | Patient
Spouse Info
Spouse Name Alice BloodType A1B
Emergency Cortact Infa
Name Charles Ladere Phone (404) 7777777

3. Click the Test Info tab to see that information for the current patient/donor. If more than one
information card is displayed, use the arrow buttons to navigate through the patient records.

4. Click the Close button Ll in the upper right corner to close and return to the Reports window.

Audit Trail Report

You can view and print a report of user activity for the current database. This data is only available if you
have done the following:

e Set up and connected to an audit trail database (see the HLA Fusion Database Utility User
Manual).

¢ Enabled Audit Logging from the HLA Fusion default home page.

Once you have completed the above, and wish to view audit log data, take the following steps:
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Access the Reports window in one of two ways:
¢ From the home page, click Create Reports.

¢ From the Fusion main menu options, select Reports.

Select Miscellaneous > Audit Trail Log. The Audit Trail Log dialog box displays.

Audit Trail Log Screen

=101
- ’

HLA Fusion~ 0000006
User Modues: Lser actiors:
|B|_|J Siih d [ Antibocy Tracking [~ Manace Patient [[] Sampe Andyeic [] Anahyeze [ Legn [[] Retreve

X | [71 Batch Aralvss [ Manace Fofile [ Sampe Summan [ Ceatz 1 Logout ["1 Search
Daefrom: To: [ 1 L& Tusior [ Manace Sample [] Upcale N=fererce [] Del=t= [] Crher [] Jpdst=
| vzaizm 2z = [s23vz013 x| [ Impot Session [ Prochict Carficmtion [ Fepat [] Repot Fapart

[] Manzge Data [ Report [] Impart [] Repott Run
Cale | First MName: | Last Mame | Modue User Actlon Sesslon Sample ‘;\ﬂ_jm Fatlet ID Comments
1| | »
Sxport | Close |

- E
ZONELAVEDA © 99 |

e Use the drop-down arrow to select the User for whom you want to see database actions.

e Select the date range and options you want the report to include.

Click List %21 to see the report. If you want to export the audit trail report to Excel, click Export _s=_|.
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Report Types

There are several report types available. Although most report types are listed in this section, please note
that because new reports are sometimes added between updates to this user manual, you may see more
reports listed in the software.

Patient - (all patients in the Fusion database)

Patient Summary - (summary of typing and antibody testing results associated with a patient)

Patient Typing for Batch - (typing summary report over different loci for a set of samples,
based on a selected session)

Patient Custom - (you select the type of patient data to include for the selected samples)

Generic Typing - (typing data from analyzed LABType and MicroSSP samples)

Molecular Custom - (you select the type of molecular data to include for a set of samples)

Custom Typing Results by Sample - (you select the type of molecular data to include for se-
lected samples)

Consensys Custom Report

Allele Summary - (typing report of possible allele pairs and assigned allele code results for a
set of samples)

Allele Code - (typing report of possible allele codes and assigned allele code results for a set of
samples)

Molecular Typing Summary - (typing report of the possible allele code, assigned allele code,
assigned allele pairs, assigned serology, and other assignments for a set of samples)

Combined Sample — Generic Typing

LABTYype - (data from analyzed LABType samples)

Panel Summary - (report of the final NMDP coded assignment and the positive probes for a
set of sample in a session)

QC Overview - (summary of samples with low bead count, low positive control, pre-analysis
global cutoff changes, as well as sample specific changes for a session of samples)

Combined Panel Summary (NMDP) - (spreadsheet of final NMDP code assignments for sin-
gle or multiple sessions)

Combined Sample - LABType
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MicroSSP - (data from analyzed Micro SSP samples)
e SSP Report - (detailed typing report for Micro SSP™ tests that may be customized)
e Custom SSP Report
Generic Antibody - (antibody data from analyzed LABScreen, FlowPRA, LAT or LCT samples)
e Antibody Custom - (User may customize a report for antibody data for a set of samples)
e Antibody Screening/ID - (antibody data report that is fixed in format)

® Antibody Screening Results - (summary table for a selected set of samples which includes the
overall final results made, %PRA, other assignments, and comments)

LABScreen - (data from analyzed LABScreen samples)

e LSM Detail (detailed test information for antibody mixed analysis records)

e LSM Summary (overall test results for antibody mixed analysis records)

e LSM Overview (overall tests results for antibody mixed analysis records including total num-
ber of positive, negative and undetermined results. User may select the highest or lowest bead
ratio found for each sample)

e Product Comparison

LAT - (data from analyzed LAT samples)

e LAT Custom

e LAT-Mixed Raw Data (results of multiple samples on an LAT-Mixed analysis tray, including a
tray layout of the original raw data input and test results)

e LAT-Mixed (results of a single sample on an LAT-Mixed analysis tray, including a tray layout
of the original raw data input and test results)

e LAT-Specificity Raw Data (Raw data results for LAT specificity or HD trays, including a tray
layout of the original raw data input and test results)

e LAT Specificity (complete specificity report for LAT specificity and HD trays, including over-
all, tail, epitope, manual tail assignments, and test details)

LCT - (data from analyzed LCT samples)
e LCT Custom

e LCT Specificity (test details of a single sample on an LCT analysis tray)
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FlowPRA - (data from analyzed FlowPRA samples)
e Flow PRA Custom

e Flow PRA Specificity (test details of a single sample on a FlowPRA® analysis tray)

Specialty - (reports created for specialized purpose)

e Export Date

e User Reports (the following is a partial list of such reports)

Antibody Reaction - (summary table of computer specificity assignments based on reaction
scores)

SCORE - (export report used by SCORE software)

LABType - (export report covering LABType results)

LABScreen - (export report covering LABScreen results)
e Reaction Assignment Report - (export report including sample ID and reaction string)
®  NMDP Code Report

The following specialty reports are customized for specific users:

e LBSW

e HMLVo.2
e HMLVo.3
e IC

e NBS

e Thai Export

e UMC-Utrecht Report

e BML
e ABMDR
e CMDP

Statistical - (statistical or aggregate data for trending, measurement, monitoring, etc.)

e Allele Group Frequency (displays the frequency of allele groups based on the first two digits of
an allele assignment for selected sessions or the database)
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e Allele Group Frequency Extended - (displays the frequency of allele groups based on NMDP
code results or allelic level assignment for selected sessions or the database)

e Cutoff Adjustment Summary (summary of all cutoff changes made for selected sessions or
based on a specific catalog file)

Miscellaneous - (reports that do not fall into one of the above categories)
e Database Information (describes the usage of the current database)
® Batch Data File Summary (a log of the status of all the sessions run in the system)
e Serological Equivalent (list of alleles and their serological equivalent definitions)
e NMDP Code (list of NMDP codes and their allele definition)
e Typing Query (database search report that lists the samples found for a selected allele)

e Audit Trail Log (a log with all specified activity for a selected users in the current Fusion da-
tabase)

My Favorite - (any of the above reports saved in a favorites list)

e Reports listed depend on what you have stored under this menu.
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Data Management

When you select the Data menu item, a window is displayed that allows you to manage session files, as
well as create log files of session data. From this menu, you can delete, archive, activate, and move
sessions to a different database. You can also map the alleles in a session to the new nomenclature
format.
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Session Management

To manage your data at the session level, use the Data

option from the HLA Fusion main menu. When

you select the Data main menu, the Manage Data window is displayed.

Select patient records
to archive or delete.

Sort/Select displiy options

@Edﬂ‘ ;Q:::l[::j ) Test Date ) Session () Sample ID € Pahenlll]\
Session:  06302011BLOCCAPE567 Session Info
S Sesson: | ]
B == o 1N
L
s BY N
f‘zﬁaﬁ - Sample Court: ||
Arahzed Samples: || X
Famiy ID: Confimed Samples: || View
Session
Session Svs e
Cuog T o data and
Catalog ID:  RSSO1A_012_02 - add
Test Date:  4/27/2015 ~ ~ 57192015 « comments'
Session Date: ~ 5/21/2015 = 6/ 42015
Arohived/Acive: e
Archive
W J the
[ Sae | selected
Set session.
Search *
Criteria
Expand Al /&m Patient || Move Sessions || e Allcles ][ Print Session Log || Archive || Unarchive || Delete || Close |
Copy patient Move Translate Prints details  Restore an Delete Exit the
data to sessions session about which arghived selected Manage
another toa alleles tests were session a'md record Data
database different to the done, by make it window.
database. new format  whom, etc. available
for use.
Manage Session Data Window
. =10
e When you click Translate Alleles HLA Fusion- oo e
[Tronsiate mictes || 1] final allele pairs and code for
. PasertDorer  [Patirt ] LastNeme [
the selected sessions are converted to the FartyD | o |
new nomenclature format and stored in the el e e e e e e
|1 Fargget Elizabeth u Farggotti Patient =2
database' F |2 Elurg:slune Henry K mu'zim Donar 2
|3 Chavez Carie Chavez Patient ~
. . - e NV W NN S S ety
¢ When you click Move Sessions | Mere Sessions |, e, ) W%ﬁm JM
| T |Terese [ Htlerous | Wendy [ Hitlerous [Patiert

you can select another Fusion database to

which the selected sessions are moved.

HLA Fusion allows you the capability to
create log files of your selected analysis
sessions, which you can then print or
archive.

1.
buttons on the left side of the Data window.

[/ ONE LAMBDA ® ® &

Select All_| [ Unsdlect Al | [

Provide all necessary session input information by using the drop-down menus and search
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Once a session is selected, its information is displayed on the right side of the window, the Session Info
pane, where you can add information.
2. Once you have all information you want to include in the log, click Save.

Once you have displayed the session log you want, use the Print Session Log, Archive, Active and
Delete buttons at the bottom of the window to manage the log.

Note: Samples can also be deleted individually, without the need to delete an entire session.
The only exception are LABType or Micro SSP samples that have been combined.

HLA Fusion allows you to move patient records.
1. Select Patient ID as the Sorted Select Level. The Select Patient window is displayed.
2. Select one or more patients.

The following window displays:

Copy Patients Session Date: | 4/ 472012 =] ~ [5/30/2013 =

DIAN}ELVY DIANNE VY Select | Patient ID_¥] Sample Name | Well Position ¥ _CateloglD | Analysis Type V] SessionlD 7| AnalysisDT ¥| ConfirmDate 7| InTarget v
E22237: Seyoung -
S001206441: Julie Smith I DlanNEVY

4401 <NONE> <NONE>

TER0S5: MARCUS TERYLAUS [ =2
P SI01206441  SI0210172 1 LCT-1w20 021 LCT LCT_20120330110145_LCT-1w30_021_00 | 0410272012

e A o N e O T T e
¥ Select All Target Database: | ] (=] [ copyto Target Database

3. Select browse (...) in the Target Database field to select the database to which you want to
move the selected patient records.

4. Once you have selected the target database, click Send to Target Database.
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Sample Management

In HLA Fusion, sample lists are an easy way to input a large list of sample IDs and other sample
information into the database for use in analysis sessions. Sample lists may be in .xls, CSV or .txt file
format. From the Sample List Import menu, you can import sample lists or edit sample lists prior to
importation.

Note: Please verify all data you import as HLA Fusion performs minimal data validation upon
import.

Importing Sample Lists

Sample lists are an easy way to input an extended list of sample ID’s and other sample information into
the database for use in analysis sessions.

1. From the Main Menu, select Sample > Import Sample List.

Import Sample List Screen

Select Sample List to Import |C \OLI FUSIO ion\Data Reference Fil ListiNew _Standard_Date_SDF_FormatFile. ‘ ‘ Search Sample List
List Format |Samp\e List (csv) =l
) ™ Remove - from SamplelD
ListiD* ‘ LAB/ContractID |(None) - I Autogenersts Local ID

I Use Sample ID as Patient ID

™ Create TestLuminex List on Import
™ Import Al

¥ Apply Current Date

Sample List Details
\mnor[lOrderl Location | Sample \Local \D\ Category | Turnaround \DCN\PanemlD Date Test List Name B
v 7 170509-2113-9AB/DR14/21028 4142012

| |~ s 180509-2111-3AB/DR14/21028 4142012

| | F s 190509-2106-3AB/DR14/21028 4142012

[~ w0 1100509-2103-0ABDR 14/21028 41412012

|~ = 1110493-1298-0ABDR 14/21028 41412012

|~ a2 © 1 10449-0234-4 ABDR 14121042 41412012

| |~ © 1 20449-0235-1 ABDR 14121042 41412012

[~ © 1 30449-0238-5ABDR14/21042 41412012

| |~ s © 1 40449-0239-3ABDR14/21042 41412012

| |~ © 1 50449-0236-9ABDR14/21042 41412012

| & © 1 §0449-0237-7ABDR14/21042 41412012

| |~ s © 1 70509-2113-9ABDR14/21028 41412012

[~ 9 © 1 80509-2111-3ABDR14/21028 41412012

| |~ 2 © 1 90509-2106-3ABDR14/21028 41412012 L

| = ©1100509-2103-0AB/DR 14/21028 41412012

|~ 2 ©1110493-1296-0AB/DR 14/21028 4142012 =

Note : Sample ID limited to 50 characters. Additional characters would be truncated upon import. Import List ‘ | Close |

The Import Sample List window displays.

2. Click the Search Sample List button; browse for the sample list to be imported; and click
Open.
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3. Type a name in the List ID field, and, if necessary, select a Lab code or Contact ID from the
drop-down list.

4. Confirm sample information, and edit if needed.
5. Click to clear the check boxes of any samples you do not want to import.
6. Click Import List to import the selected sample lists.

7. Click Close to return to the Main Menu.

Information Formats for Sample Lists

The information inside a sample list you import in to HLA Fusion must be in one of the following
formats.

New packing list format

This file gives the fields (in this order):

ShipmentLoc (1l - 13),SampleIDName (0198-0398-0), SampleType (AB, DR or AB/DR),
TurnaroundTime (14, 21 or 14AB/21DR),DCN (3 digit).

Example line:
1 - 13,0198-0398-0,AB/DR, 14AB/21DR, 074

Pack list: Old Standard ‘X’ samples

This file gives the fields (in this order):
ShipmentLoc, SampleIDName, SampleType (1, 2, 3..., and an 'X' for AB/DR samples), DCN

Example line:
1 -12,0287-7867-8,%X,074

Old packing list format, '11' for AB/DR samples

This file lists (in this order):

ShipmentLoc, SampleIDName, SampleType (1, 2, 3..., and an '1l1l' for AB/DR samples),
DCN

Example line:
1 - 15,0287-0779-2,11,074
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Comma-Delimited Format

Each field is separated by commas. The use of quotes around a field is optional, and is required only if the

contents of the field use a comma, which could confuse field separation. This file lists (in this order):

ShipmentLoc, SampleIDName, SampleType (AB, DR or AB/DR), TurnaroundTime (14, 21 or
14AB/21DR), DCN

Example line:

"1","12","0287-7867-8", "AB/DR", "14AB/21DR", "074"

Tab-Delimited Format

Each field is separated by a tab. This file lists (in this order):

ShipmentLoc, SampleIDName, SampleType (AB, DR or AB/DR), TurnaroundTime (14, 21 or
14AB/21DR), DCN

Example line:
1 12 0287-7867-8 AB/DR 14AB/21DR 074

SDF Format

Each field is separated by commas. This file lists (in this order):

BoxSlot, DonarID, SampleType (AB, DR or AB/DR), TurnaroundTime (14, 21 or 14AB/21DR),
DonarCenter

Example line:
1120287-7867-8AB,DR14,21074

Local/Sample/Patient ID Only

This file is a Microsoft Excel file. This file lists (in this order):

Row 1: Column Title “Local” and “Sample” and “Patient”
Column A: LocallD
Column B: SampleIDName (required)

Column C: PatientIDName
Column D: Date

Example:
A B C D
1 |LocallD Sample PatientlD Date
2 1 20449-0235-1AB DR14 8/10/1957
3 1 30449-0238-5AB DR14 2/10/1942
4 1 40449-0239-3A8 DR14 5/12/1958
5 1 50445-0236-9AB DRI14 12/1/1960
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Viewing and Editing Sample Information
Sample information can be edited, but associated patient IDs cannot—only new patient IDs can be added.

1. From the Main Menu, select Sample > Manage Sample Info.

Use Filter to Search for Sample Information
Search Criteria

Sample ID Local DCN Category TurnAround Date Range Location Sample List
- - [ —E S| snsienx][e smmonz- =r =
| View Sample | | Reset Filter |
Sample ID | Lol | DCN |  Category  Tumaround | Date |  Locaton | Patient ID |

%M”Wu/\ﬁmwﬁmwfx SN

Sample may appear multiple times if it is associated with different sample list/group. | Save | | Delete | | Close

Manage Sample screen

2. Use the filters to find samples, and click View Sample.

Note: Wildcards can be used in the Sample ID field to widen the results.

3. Edit sample information.

Note: You can rename a sample by modifying the name in the Sample ID field. Sample IDs are
listed alphanumerically, with all IDs beginning with numbers listed first.

4. Click Save to save. Or, click Delete to delete the sample.

5. Click Close to return to the Main Menu.

Note: You are not allowed to delete a sample that is part of a session that has already been
analyzed.
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Test Lists

A Test List is a list of Sample IDs that can be used repeatedly to automatically write the sample IDs into a
session analysis that can be read by Luminex®. It is a useful tool when you have a group of samples to be

run on multiple tests.

From the Test List menu you can:
® C(Create new Test Lists
e View and edit existing Test Lists
e Delete Test Lists
e Export Test Lists to a .txt file

Creating New Test Lists

Test Lists must be created in the order in which the samples are to be analyzed.

1. From the Main Menu, select Samples > Manage Test List.

Manage Test List Screen

Create / Edit Test List

TestListUodate Date

W2 EHr ~ w420y EHe Search Test List

Select Tes| Lisl w

Archive / Unai chive Tesl LisL

Mew list] - Delete Test List |

Erter new TestListname

Search Field Value

Sermple D

[searsn ]

TesztListMame

Sdample 1D Local ID PaienllC

Remove
Remove All

| Move Down |

| Save || Cxpori || Refresh | Close |

2. Type in a name for the new test list, and click Continue>>.

3. Search for samples to add to the test list using the search fields, and click Apply to view search

results.
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4. Highlight samples, and click Add>> to add them to the test list.
5. Click Save to save the new test list.

6. Click Close to return to the Main Menu.

Viewing and Editing Existing Test Lists
Test Lists can be viewed or edited at any time.

1. From the Main Menu, select Manage Samples > Manage Test List.
2. Use the drop-down list to select a test list, and click Continue>>.
3. Click Delete List to permanently delete the selected test list.

4. Click Close to return to the Main Menu.

Deleting Existing Test Lists

Deleting a test list removes the list from the database, but the sample IDs are not removed or changed in
the database.

1. From the Main Menu, select Manage Samples > Manage Test List.
2. Use the pull-down menu to select a test list, and click Continue>>.

3. Add, remove or move samples as desired.

4. Click Save to save the new test list.

5. Click Close to return to the Main Menu.

Exporting Test Lists

Test lists can be exported for use outside of HLA Fusion only as a .txt files.
1. From the Main Menu, select Manage Samples > Manage Test List.
2. Use the pull-down menu to select a test list, and click Continue>>.
3. Click Export to export test list details to a .txt file.
4. If prompted to save the test list before export, click Yes to save and continue.

5. Select a location to save the test list and enter a file name for it.
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6. Click Save.
7. When prompted to create a Luminex Patient List input, click No.

8. Click Close to close and return to the Main Menu.
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Luminex Lists

HLA Fusion can create a Luminex List from a new or existing test list. You can use this list to quickly add
information, such as sample ID, before you create a Luminex CSV output file. From the Create/Edit
Test List window you can create a Luminex list.

Creating Luminex Lists

Luminex List files can be edited after they are exported, but changes are not reflected in the test list from

which they were created.

1. From the Main Menu, select Samples > Manage Test List.

2. Use the pull-down menu to select a test list, and click Continue>>.

N ook w

Create Sample Worklists

Sample Work list functionality
in HLA Fusion software gives
you the flexibility to assign
various tests to selected
samples. This information is
used in designing plates for
Luminex processing.

Click Export to export.

Click Close to return to the Main Menu.

When prompted to create Luminex List input, click Yes.

Select a location to save the test list to and enter a file name, then click Save.

Click OK on the confirmation message to return to the Test List window.

@ & O Q (& 8
Sample Worklist

Search by sample | Search by test |IEt|

& [

YR ma

Somplz 1L Eomplc Lis Local 12

Sarple Lpdats data

Frem:
5/ 272s

E-

To

Locatien
G/ 2ms -t

e

Sarrle N Samilel = loral

Nt

| eratior

LAZ3creen |LaBType | g |

[C] Lsm
[T PrAa [ PHAN [C] “FA L1
[ Lssa [F] Ls sal

[ LSSLPEAT [[] LSSUA5A1
) LSl

7] LS-Vich

Nate: Somodeil dmied fo 50 chomcfer Addione chamcfers woullée inozafed!
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1. Select Sample > Create Sample Work list from the HLA Fusion main menu.
Do one of the following to search for samples:

a. Click the Search by sample tab, use the search criteria to specify the samples that you
would like to assign tests to, and click Search.

b. Click the Search by the test list tab and use the search criteria to specify the test lists that
you would like to assign tests to, and click Search.

2. Select one sample, or select multiple samples (by holding and dragging the mouse). The selected
samples are highlighted.

3. Now assign one or more tests by selecting the check boxes for the tests you want to run on the
samples (listed under LABScreen/LABType/C1q Tests).

4. Once you are done assigning tests to all the selected samples, click Save to save the work list.

5. Click close at any time to exit the sample worklist window.
Create Plate Design

Plate Designer functionality in HLA Fusion software gives you the flexibility to organize and plan your
samples in a plate format that is ready for processing through the Luminex system. You must first create
a sample work list.

1. Select Sample > Create Plate Design from the main HLA Fusion menu.

2. Enter a name for a new plate, or select an existing plate name from the Plate Name drop-down
list to edit a plate.

Plate Designer
Last edited from: To:

Plate Name: - 11/ 12012 [E- 4213 B
As=zay type: ILAESc:reen "J

Select LABScreen, LABType or C1q from the Assay type drop-down list.

Do one of the following to search for samples:

¢ (lick the Search by sample tab and use the search criteria to specify the samples that you
would like to assign to the plate wells, and click Search [Searcn ]

¢ (lick the Search by test list tab and use the search criteria to specify the test lists that you
would like to assign to the plate wells, and click Search [Searcn ]
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¢ Click the External File tab and use the file import window to load external files containing
samples in predefined file formats. Assign or reassign these tests to the samples in the plate.

The Luminex patient list and sample lists in .CSV format (Swisslab file format) are examples of
predefined external file formats.

Please see the example figures below:

Create a plate design — Search bv Sample

Plate Designer
asesezfo To

Plate Name: - 3 221E @ 6 2215 G

Aosay toe:

Search by samgle | Search by test |'st | Extemal Fie | Seconday Ab

Test assigned emwezn
T

Test name: Zamzl= ID Zamzls List From o _—
- - v 55201 G+ & 22005 D~ (7] nchdeaready assignzd _Search

Fil Jizcion: @ | B

SamplelD Samplelist Date _ -
o evmsanm T

o comsaum
G0262
C4684

6272015 434 PM
6273015 434 FM

Tes:s assigned: |

Secondary b |

ElwrllbLuriExl Dele(eHael |Hq»n|| Save || Close
Bue : fesigned Akzacy  Back Mot Assigned

Create a plate design — Search bv Test List
Mo s i EEA 8 % [ b )

Plate Designer
= edi=d from To
Plzte Name: - 5 2205 B~ 5 2205 @~
Assay type:  LABScreen -
Search by sample | Search oy fest list |Extema| =ile | Secondary Ab

Tesl assig-ed benween
Test ist Som: To:
- - 9 /2014 F- & 22018 G-

Fil Drection: @ | e—

Count —pdate Cate
Aale D=sign | Pale Detal
T = O]

-

= |
<]

Tests assigned |

Secondsry 8 |

The search yisld no msuks
Export to Luminex Delete Flate |Rq)m| Save || Close: |
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L]

oha Create a Plate Design - External File
Plate Designer

Last edited from: To:
Plate Name: £5456 5 32005 @+ & 32005 @~

Assay type: | ABSceen

Search by sample [ Search by test list '_ Extemal File :Secmdar\fﬁb:

Select Fie to Iport  C:\Users mangreet singh'\ Documents\TestData \LuminexUist\TR-200513_1 bt [l
Fle Format | Lumnex List - [ import File
Fil Dirsction: @ |} -
Select Test

| Plote Design | Piate Detall
LSM

PRA I ‘@@OOOOOOOOOO

PRAI '@@OOOOOOOOOO L
e LIl@@®0000000000
LSSAI El '@@OOOOOOOOOO
LSSAll r@@O000000000
LS SUP SAI r@@O000000000
Lssufs&u ‘@@OOOOOOOOOO
- ROOO0000000000]

L5-MicA

Tests assigned: |

Secondary Ab |
7 sample(s) impartexd to the plate:

N |
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5. Choose the fill direction for the plate design. You can select vertical or horizontal direction.

6. Select one sample or several (by holding and dragging the mouse), and use the right arrow button
> to assign these selected samples to a well in the plate. In the case of LABScreen assay the
Secondary antibody IgG shall be assigned to each well of the plate design by default. Repeat this
procedure until you have completed your plate design. To remove a sample from the plate, select
the well or hold ctrl and click to select multiple wells that contain samples, then click X.

Assigning Samples to wells in a new Plate

DHESATAEETA £ ¥ W b [
Plate Designer Lessl edibed lwrn. To.
Plale: Namms. | AE7114 e 2eMR @ Rl 2R [Elv
Assay ype: | LA\bscrcon
Search by samplz |S::’ch by test |I5‘t| kxierna -ilz S:::u'l:!:'\'.'\h|
Tesl name. Sampe IO Sample L=t :;:15[ s bdwv‘?::
LS SAll - - - - bamad @ 6 205 = [F Incuds slsady seeigned  Semrh
SarpslD Sampls Ligt Dae ) Eimdaj‘: ® - )
GRS _ Tz T 4+ 5 « 1 8 = w u 12
cas _ searsiucu Q00000000000
Glac2 (/2721544 ™
464 £/2/2015 4:34 2 BOOOOOOOOOOOO
121010]010]0]010]01010]0,
x|f@OOOCOQO0O0000Q0O
Q000000000 QCO
000000000000
000000000000
{0]010]0]0]0]010]0]010]0)
Tes:s assigned: |FR.A I;
Secondary Ao : |
WDee i iy 2 Fapert o | uminer | | Nedate Plate Reqart | | Save || Clnse: |
HLa : Azgigned Rrezdy Hzck : Mot Pesignec

Select Report Type

7. Click Report button if you want to view and print a
report of your plate design information including
Well Position, Sample name, Patient ID and Test
name. You can choose from two types of report
formats: List View, Layout View.

Pleaze select report type :

List View | |

Layout View |
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8. Click on the Plate detail tab to view the plate design detail. You can also view the test

assignment information and secondary antibody information.

Fill Direction: @ | il ==
Plats Detail
Well Mumber Sample Test Secondary Ab ol
A Jabe [PRAN WG =
B1 | 044802351 [PRAN |10 [ )
c1 abe PRAN iea
Lz for | 044302351 |PRAI 1o
E1 " | na4s0238s FRAI Tiea
IZI F1 | 04asze13 TPRAT igG
a1 | 2684 TPRAT ea
H1 | 0449Zeima3 |PRAN IaG
a2 I [PRAN =3
B2 | 044902385 |PRAN |10
c2 | Das97e13 IEET e ]
Tests assigned: |
Secondany Ab i

9. Click on the secondary antibody tab (rightmost tab within Plate Designer) to change the
secondary antibody only in the case of the LABScreen assay type selection:

D HESADRAEE B oAl g wa1]
Blae Designer Last edited from To
Plate Name: 6556 % 5/ 32015 [@v & 32015 [
Assay type: | 4BScreen

| Search by sample | Search by test list E External File | Secondary Ab |

o S

Fil Direction: @ | #1Ee
Secondary Ab Plate D i
econdary Plate Design | Plate Detail |
=
& G
= dgM

Tests assigned J

Secondary Ab ]

O — |

‘Maeﬁde| |Eapm|| - || Gl ‘

10. Click Save to save your plate design.
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This utility exports the plate design to Luminex software

Plate [Multi-Batch]
Mame: 546456

Current Selection Luminex Version
S0L Server: [ BBRPRESSPL o EE
() xPonent 3.1
Lurninex software: 15 2.3 .
Change Selection. () xPonent 4.0
() xPonent 4.2
Edit seszion name and select template
Test Template Batch Marme L |
LSt LS1ASPOT0M _Ver: 1 + | LSM_20150811_qwggw_LS145P01001 It i
® = CO01782-LUMINEX -
FRAI LS1A04_LABX_007_205_Yer 1 PRA& |_20150611_qwoqw_L5140_00 CO0186TNCONG 3
FRaII | MYSecondlABxT emp_Wer 1 = | PR II_20150611 _qwagw_MYSel CO001838-MOZAWA
LS 541 1_5z Mer 1 ¥ | LS 54 1_20150611_qgwggu_1_5s g%::ﬁ?ﬁgﬁéﬂﬂ
CO01963-NELAWAR
CO02317-YSAITO
C002473-RESEARC
C002574-RGOTTAM
C002576-RPEI -

Refresh | | Batch naming... Exportto 15 2.3

11. Click Export to ... (version of Luminex) to export a plate design so that it can be opened and
used from the selected Luminex software.

a. Click the Change Selection button (above) to select the Luminex software and target
database. Select the available luminex version where you want to export the plate design.
Select the database and save the changes by clicking on Save.

b. Click the Batch naming... button (left corner above) to configure automatic batch-naming.
A new data entry screen will appear (shown below). Enter the session name and choose the
date format, seperator, and batch naming format. Click on Save then close:

m

This configuration allows user to automatically generate batch name based on the following:

Session Name  SMame

Date Format | YYMMDD ~|

[u =)

Batch naming format:

[Locus V][Dﬁe V][SessnonNa’ne V][Terrplae v]
Mote:
This confic ior /s onfy for ing bafch name. The length of the bafch name will be
validsted during the plate export.

Liser can aways edif fhe aufo generafed bafch name duning the plafe export.
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You can see the batch name information in the batch name column. Click on Refresh to
update the template list from the luminex database. You may select the template from the
Template column, and edit a batch name in the Batch name column.

12. From the Plate Designer screen, click on Delete Plate to delete the plate design.

13. From the Plate Designer screen, Click on Close to close the plate designer without saving the
plate.
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Patient Information

HLA Fusion™ can store patient information and associate sample IDs with patients and donors. You can
store all typing and screening information in one location for each patient.

Note: Please verify all data you import. HLA Fusion performs minimal data validation during

import operations.

Importing Patient/Donor Lists

After creating a Patient/Donor List, you can import the information into HLA Fusion.

1. From the Main Menu, select Patient Info > Import Patient List.

The Patient Import window displays:

00 ®O®OGO

HLA Fusion®

Palienl List Fie Nare FO = ISINN At A" session A Fefrerce Fles\Parien | Feter ] s E
maat | Locel Petert I | Ustepony Grp —3amalyl ) hiret Mams | Middle hame | Laet Mame | 55H LCe sender Ethmcity Flddrass City

L] | RS Human JEHVAINE  |Joesie JEREMAINZ  (UASPRTOE | TAMEUE 3 hiepanic 31339/ Hunmin |Japan
I |TCR259 lluman Hitllerous ‘wendy | ittherous 00G-54-4540 |12/52005 r Iewish 3233 Runnin (Cres
I~ |ePesc Huiran FESSLE HAKEEM F FESSUZ 501-11-1088 |11/302000 M Cawssiar 703 Jusephin |Juspion]
[T |TEROSS Human TERYLLUS  |MARC S " TERYLAJS (111-70-9112 |12/33005 1 melanesians | 1111 Bug Jo |Miami
|k Human Y LDIARNE F vy T1-38-000T | TL00E 3 black 2 Cloudy Str |Uloudy
rnp lluman Targact Cizabeth u Targgotti 111-00-1000 12302006 T Coucasien  |7100Washin |washing
|2 Huiran Bluwdslore  [Hewy < Elovdsloaee  |051-00-1587 [12/272006 M welgnesions |20 Blosdsaon | Sldulm
| S Human Chavez Carie Chavez 034-21-3344 |3/3012007 F hizpanic 157 Lagoana |Faukdan
| mEE] Human Manezrward | Shela Morkeyward |1717-13-1b4b  TELULE 2] ae1En 1500 Permyel |Lranso
|5 lluman Stone derry a Stone M-11-0000 |7/72000 1 black 203 Apepe 1 | Chute-M,
[mll Huiran Cliuny Juanna W Chuny 042-07-1443 | 6/31.2007 F asiall 3N Kirepsma [hew Y
|7 Human “akamoto Tukinna " ‘rakamoto 237-03-0551 (104312004 1 orizntal 2403 Lions G |Flagstor
© |ezzsy Human CHUI Ssvoung " LCHOI UAZF-3E-55dh | Tt 3 aLi3n 5/ Uueens L |lowa ik
I |C1e994 lluman Choc llz=oozs 5 CloC 1451777 | 12062005 1 oriznial 1500 Nevade |Arsenal
[nz Huiran HIE FZTER W KIE M1-23-4011 |12/22000 ol Cawssiar 123 Cluis1 R | Ashiewill

L | »

Deadeat All | Scloct Nl || React || lmpor || P

Import Patient Window

2. Select the check box in the Import column for each patient you want to import.

3. Click the Import button to import checked patients.
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4. Click Close to return to the main menu.

Note: The HLA Fusion system checks the patient/donor lists you attempt to import to verify that
all characters contained in the data are supported by Fusion. If your list contains
unsupported characters, a warning message is displayed and the list is not imported.

Newly imported patient records display alleles in the new nomenclature format. Existing
patient records display alleles with the existing allele format.

Managing Patient/Donor Records

The Patient/Donor Management menu allows you to manage one record at a time.
From the Patient/Donor Management menu you can:

¢ Add new patient/donor records

e Search existing patient/donor records

e [Edit patient/donor records

e Associate patient/donor IDs with sample IDs

e Associate patient and donor records

e Assign a donor to the Donor PRA

¢ Print, export and archive patient records

Adding New Patient/Donor Records

You can add patient information using the Patient/Donor Information menu. This is the best option for
adding a small number of patient records.
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Steps to Add New Patient/Donor Records:

1. From the Main Menu, select Patient Info > Manage Patient.

Click to display a list of patients/donors in the Fusion database
which you can search through by using numerous criteria.

- o
43, Patient/Donor Information ‘ ‘ =<
Generdl Info | HLA Tests | Creatinine Tests | Transplant History | fireatment History | Crossmatch Resut | ID: 29817 Name: Leopoldo, Ramos
7] Erforce ISBT formk for Pati or ID ] Archived
Patient/Danar ko
Patient or Donor ID * [28817 iy Fulleton Disgnosis Tissue
Famdy ID Leopoldo L HsA Rh (R
st Nome Ramos Postal Code 52357 e = E'
R NNW
Middle Name L0 egion SR — = E'
Last Name * Leopoldo Phane (714) 298-1045
b 182581045 From Qther Facity [
I
Bithdate 11291349 = e Faciity Name
= = = (712) 2581045
Gender @ Male O Female ) UNK Work
) ) Fax (712) 2881045
Category Group © Human () Animal
Email Address I@agl com
SN 102:00-1322 Enmployer KB Homes
Bz [
Add 7
ress 78 Joshua Street e oo
Hosptal Name Fulerton Spedial
Spouse Info Associate Donor IDs
. SmriE Lousa Do D Retationship o | [ Manage Donor Relation Code Table
After selecting Emergency Cortact  Lousa orer with patiert omments T
tient Blood Type Q=S Siter [View or sdd patient donor relation codes
a patient or 38559 Broth
Phone (714)298-1045 rother
donor, place
a check mark
here to edit
the information [7] Edit 7 Update [<]<]>]2] AddNew || Ewort |[ Delete || Pint || Transiate Aliles |[ Save || dose ]
fields. [JJONE LAMEDA ® ® &

]
Tools to manage patient  Converts assigned allele code and
and donor information. pairs to the new nomenclature
format and stores this information
in the Fusion database.

2. Enter an ID in the Patient/Donor field. The ID can be alphanumeric (contain letters and/or
number),or click Search and select a patient/donor from the list.

3. Enter patient/donor information. Fields with an asterisk (¥) are required.
4. Click Add New to save the data and add the patient/donor information to the Fusion database.

5. Click Close to close and return to the main menu.

Lookup Patient/Donor Records
This option allows you to browse through records or search for specific ones.

1. From the Main Menu, select Patient Info > Manage Patient.

2. Enter a patient/donor ID and click Retrieve to display patient information. Or, click Search to
browse patient records and lookup by name, patient ID, whether it is active or archived, etc.
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3.

Highlight a patient record and click OK to display.

Editing Patient/Donor Records

Note:

You must be a Supervisor in order to edit a patient/donor record.

All patient/donor information, (except patient/donor ID) can be edited.

1.

2.

From the Main Menu, select Patient Info > Manage Patient.
Select a patient/donor record.

Select the check box next to Edit Mode. There is the same, Edit Mode check box on both tabbed
forms.

Edit patient/donor information on one or both tabbed forms. Fields marked with an asterisk (*)
are required.

Click Save to save your changes.

Click Close to return to the Main Menu.
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Associating a Patient/Donor ID with Sample IDs

A Sample ID cannot be associated with more than one patient or donor record, but a patient or donor
record can have more than one sample ID associated with it.

From the Main Menu, select Patient Info > Manage Patient.

1. Select the HLA Tests Tab.

§ Patient/Tonor Informztior: ==
[ Cenenml ifa HLATexe  Crestivins Tests | Transpant  istory | Teament | istery | Crossmetch Mesut | 1D A3245 Mame: Larmna, Susie
| Aegnciste Sample IDe || View Sampla Summary | | Apgoaste PRA Doner Groupe Expoit ta UMat
Arrioody Teeted
W2
=LA Azzgnments Moeculsr
Claee | Caee |
n B C DRE1 DRB2 DSB4 CRES 03Bl DaAl D2B1 OP&1
LA Assgnments Zerclogy Only cigtz, "ELAMK, “Lew”, -and  ars accepted in earolagy fisde.
Uz | Caaall -
CPRM .
A 1] Dwr Cn gl CR(51.52.50 e} n= - 3% asof 520205 9

Show UINOS Wes Czledator

Ctoer
MICA MICR KIR

STy Assyrnenls
Class | Articody Specificky
Claee Il Amibocy Spacficmy
MIC Antibacy Cpect ity
wnacooptobls Nrtgona E-3Cw 2CwEws
BAcecaprabe Anligare

Cormens

[7] kit 2 Update Transtate Alleles | Seve || Close |

Patient/Donor Information Screen — HLA Tests Tab

2. Click the Associate Sample IDs button.

3. Inthe Patient/Donor Sample Association window, highlight a sample ID and click> to add
it to the Patient/Donor Sample List. (Click < to remove a highlighted sample ID from the
list.)

4. Click Save to save the data.
Click OK to return to the patient record.

Click Close to return to the main menu.

Translating Associated Patient/Donor Results to New Allele Code

Patient or Donor results can be translated to update the allele code names to the new NMDP allele code
format.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 288



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

The new format will affect allele code and allele pairs assigned to the selected patient/donor, and will be
stored in the Fusion database in the new format.

1. From the Main Menu, select Patient Info > Manage Patient.
2. Select a patient/donor record.

3. Click Translate Alleles.

4. Click Save to save data.

5. Click Close to return to the Main Menu.

Associating Patient and Donor Records

A Patient ID can be associated with more than one donor record, and a donor ID can have more than one
patient record associated with it.

1. From the Main Menu, select Patient Info > Manage Patient.

2. Select a patient/donor record.

3. Click the Test Info tab.

4. Click the Associate Donor IDs button.

5. Inthe Patient/Donor Sample Association window, highlight a Donor ID and click>to add
it to the Patient/Donor Sample List. (Click < to remove a highlighted Donor ID from the
list.)

6. Click Save to save data.

7. Click OK to return to patient record.

8. Click Close to return to the Main Menu.

Associating a Donor with Donor PRA Results

A Donor ID can be included in the calculation for Donor PRA percentage for the antigen products.
1. From the Main Menu, select Patient Info > Manage Patient.
2. Select a donor, or create a new one.

3. Make sure the Patient/Donor filed is set to Donor.
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4. Select the Include in Donor PRA check box:

&3 Matenz/Donor Informaticn

Geneal to | HLA Tesls

\ ID.  1347CC

Hame.  Lugner, Clawdie

Paricr./Vaner e

[C] =fnme IF T famar “ar 2=tert Cenar 1D

[VIDRIE LAMEDA ® 8 &

Patiant or Donor 10 134702 Tity Hvereida Nzgnast:
Hanant/Uancr Flag Daner - Stae. Trovinze LA Blocd Type
Fanaly 13 Lopez L 13 R
o 5
Tirst Nare * Claudio PFusla Cuve 4107
Medl: Hame Ruhin [egion HoZzl
Laet Name * Lapez Prone (RMS) 4857541
Bil welz 5/ 161955 |- s
. Wod: (50%) 555-2241
Gendar O Male T Femdle @ UNK
Fax
Cateqory Group @ Humer ) Arimel For Jaror
Emal Address cloxcz&zerai com T T
skl 44238888 Emphaycr 5D Trez News
Ethricty i i -
. hispaic ] Fomm Cesde N 27AM “enor Croun
Juddreze 17" Natth Rirch Sire=r .
Livaion
Fospral Mame Kaees WH
Spoaacz rto
Spa e Eme Kathy
Fuerprey Tnlad ity
Bloed Iype
Phane
1] Felil ¢ e [ <]2]2] [ Addnce xport Delcte Print

Fiur Othen =adilly [

Inclge n Llenor PR

I

=L

| leng retted *

p—

Printing Patient/Donor Records

HLA Fusion prints both Record Management tabs regardless of which tab is currently being viewed.

1. From the Main Menu, select Patient Info > Manage Patient.

o

Select a patient/donor record.

3. Click Print to print.

4. Click Close to return to the Main Menu.

Exporting Patient/Donor Records

Patient/donor records can be exported individually to a CSV file. The file has the same format as a

Patient List.

1. From the Main Menu, select Patient Info > Manage Patient.
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2. Select a patient/donor record.

3. Click Export to export.

4. Select a location to save the CSV file to and enter a file name.
5. Click Save.

6. Click Close to return to the Main Menu.

Archiving Patient/Donor Records

Archived patient/donor records are not available for reporting or associating. You can still view archived
records and reactivate them by clearing the archive check box.

1. From the Main Menu, select Patient Info> Manage Patient.
2. Click the General Info tab.
3. Select a patient/donor record.

4. From the Patient/Donor List window, select Archive from the drop-down Active/Archive
list.

5. Click Save to save.

6. Click Close to return to the Main Menu.

Deleting Patient/Donor Records
Patient/donor records can be deleted through the Manage Patient menu option.
1. From the Main Menu, select Patient Info > Manage Patient.
2. Click the General Info tab.
3. Select a patient/donor record.
4. Click Delete to delete the patient/donor record from the Fusion database.

5. Click Save.
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Creating Patient/Donor Lists

The following is an example of a patient list that can be created and the guidelines for doing so. The
patient list must be formatted for import via a program like Excel or Notepad and saved as a Windows
compatible CSV file.

The first field/section must contain the names of the patient list fields, each separated by commas.

Note: Creating a new patient list can be made easier by first exporting an existing list into CSV
format, and using the fields in that to build your new list.

Patient List Field Names and Format

PatientIDName,CategoryGrp,FamilyID,FirstName, MiddleName, LastName, Ssn, Dob, Gen
city,Address,City,State,Region,Country, ZipCode,Email, Phone, WkPhone,Cellular,
yer, SpouseName, SpouseBloodType, EmergencyContact, EmrgncyTel, DCN, HospitalName,
BloodType, Disease, RhBloodType, PatientDonorFlg, Associated SampleIDs,Associated
DonorIDs,HLAl A,HLA2 A,HLAl B,HLA2 B,HLAl BW,HLA2 BW,HLAl C,HLA2 C,HLAl DRB1
1,HLAl DRB3,HLA2 DRB3,HLAl DRB4,HLA2 DRB4,HLAl DRB5,HLA2 DRB5,HLAl DQB1,HLA2
1 DQAl,HLA2 DQAl,HLAl DPB1,HLA2 DPB1,HLA3,HLAl DRB4,HLA2 DRB4,HLAl DRB5,HLA2
1 DQB1,HLA2 DQB1,HLAl DQAl,HLA2 DQAl,HLAl DPB1,HLA2 DPB1,HLAl DPAl,HLA2 DPAl
A,HLA2 MICA,HLAl MICB,HLA2 MICB,HLA KIR,ClassI AbSpec,ClassII AbSpec,MIC AbS
eptableAntigens,AcceptableAntigens,Notes, SHLA1 A, SHLA2 A,SHLAl B, SHLA2 B, SHL
A2 Cw,SHLAl DR,SHLA2 DR,SHLAl DR345,SHLA2 DR345,SHLAl DQ,SHLA2 DQ,SHLAl DP,S
onorType, IncludeInDonorPRA

Subsequent lines must list the actual patient information, alphanumerically, (can be letters and/or
numbers) separated by commas. If there is no information for the patient in a particular field, that field
still requires a comma as a placeholder.

Note: For all manual serology entries, the locus must precede the value. For example, for an A
locus of value 23, you must enter A23.
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Example Patient/Donor List

PatientID,CategoryGrp,FamilyID,FirstName,HiddleName,LastName,Ssn,DDh,Gender,Ethnicity,Address,City,State,Region,CDun
try, 2ipCode, Email, Phone, WkPhone, Cellular, Fax, Employer, SpouseName, SpouseBloodType, EmergencyContact, EmergencyTel, DCH, H
ospitallawe, Division, BloodType, Disease ,BhEloodType, PatientbonorFLy, Associated SawplelDs, Associated DonorIDs, HLAL
_ L, HLAZ A,HLA1 B,HLAZ B,HLAl Bw, HLLZ Bw, HLA1 C,HLAZ C,HLA1l DRE1,HLAZ DRE1,HLAL1 DRE3,HLAZ DRE3,HLL1 DRE4,HLAZ
_DEE4,HLA1 DRES,HLAZ DRES,HLL1 DQE1,HLALZ DQE1,HLA1 DOQAL1,HLAZ DQAL,HLA1l DPE1,HLAZ DPE1,HLAl DPAL1,HLAZ DPA1, HLAL
_MICA,HLAZ MICA,HLAl MICE,HLAZ

_MICE,HLA KIR,ClassI_ibSpec,ClassII_AbSpec, MIC AbSpec, UnacceptablelAntigens, Acceptabledntigens,Notes, SHLAL A, SHLAZ
_L,8HLA1 B,SHLAZ B,SHLAl Cw,SHLAZ Cw,SHLA1 DR,3HLAZ DR,SHLA1 DR345,SHLAZ DR345,3HLAL1 DQ, SHLAZ DQ,SHLA1 DF,SHLAZ
_DP,DonorType, IncludeInDonorPRA

38450, Human, Neely, Jason, ,Neely, 021-09-2987,2/17/2001, M, caucascoid, 560 Waiting

3treet, ,CA,NWW, U34,91022, jneelyByahoo. com, (213) 567-0937, (213) 567-09587, (213) 567-0987, (213) 567-0987,MIT
Research, Evvonne, 4B, Evvonne, (213) 509-0195,101,3¢ Judes's Hospital, MARROW Transplant,d,bONE

MARROW-+, , PRCLENT, s sy vsesrrrvravsnesiesessrsirnvinssesh2,—,B78,B56,,,,,,,D0-,DQ-,DFP14,DF3,,

27614, Human, Martinez, Daniel , DM, Martinez,032-11-1934,9/12/193958, ¥, hispanic, 40 Driveland Road,East
LAi,CA,NWW,T34,90222 , mdaniel@acl.net, (324) 489-1430, (324) 489-1430, (324) 489-1430, (324] 459-1430, Joba
Juice,Maria, B, Haria, (324) 459-1430,103,East LiL Hospital, MARROW

Transplant, O, Marrow, -, Patient, ;s vvrrrrrvovccevoocaevorosececeeeereee,—e—2BO, o, p,,,D05, D02, DP19,—,,

38557, Human, Phannudet , Keodone, PE, Phannudet, 111-41-5432, 12/30/2000,F,oriental, 1002 3Ipecial

Road, Valencia, CA,NUW, USA, 91355, kdll lions. net, (662) 234-1098, (662) 234-1098, (662) 234-1098, (662) 234-1098, Traveller's
Insurance, Kenneth, i, Eenneth, (662) 234-1098,221, Henry Mayo Hospital, , LB, Tissue,

F Patient, s i i s s i rrreeere—ehl,CWB, CWE,,, .., DP4,,,

38559, Human, Prater, Katie, P, Prater, 001-75-1009,7/17/1949,F, caucasoid, 60 Prosper

Road, Irvine, CA,NWW, U34,91120, pkatiefmsn. com, (714) 760-1337, (714) 760-1937, (714) 760-1937, (714] 760-1957,General
Moters, Jerry, LB, Jerry, (714) 760-1987,103, Irvine General, BCME MARROW

Transplant, B, Marrow, -, DON0r, vy vsvvvrvrvrvrorevvvnrravrevsviresvers—sB7,,,0R10,DR10,,,DQ2, 00—, ,,,

35720, Human, Quinn, Gayle, 05, Quinn, 111-12-1212 ,5/25/19387,F ,black, 120 Papa

Road, Anaheim, CA, nnw, US4, 92017, gyuinnfmsn. cow, (714) 367-1022, (714) 367-102Z, (714) 367-1022, (714) 367-1022,TY
Mortgage, Franklin, O, Franklin, (714) 367-10Z2Z2,501, Anaheim Memorial Hospital, BONE MARROW Transplant, AE, BCOME

MARROW, -, PACICNT, ;v v rrsasrrronrroreeasrrocrroeasnrracessoWe—y,,—,DRI3,,,,,;

29817, Human, Leopoldo, Ramos, LEQ, Leopoldo, 102-00-1322,11/29/1949, 1, hispanic, 78 Joshua
Street,Fullerton, CA,NNW, US4, 92357, lrflaol.com, (714) 2Z95-1045, (714) 295-1045, (714) 295-1045, (714) 295-1045,KE
Homes, Louisa, O, Louisa, (714) 298-1045,203,Fullerton Special, Tissue, O, Tissue,

+,PRCIENC, s v rrervrnaaarrrasrrereessrresss il A—,B18,B76,-,Cw,DR9,-,DR53, DRSZ,,,-,DP17,,

38533, Human, Rivas, Jose, JV, Rivas, 331-00-1905,3/29/2000, M, hispanic, 3202 Bio Court,Orange,FL, 330, USA, 32133, rmldjpl. com,
(312) 230-10958, (312) 230-1098, (312) 230-1095, (312) 230-1095,KE Homes, Terriana,Q,Toula, (312) 230-1095, 607, Hiami
Hospital, BONE MARROW Transplant, AE, Marrow,

+, DONOY, vy vrvrvrvrvrvreevrriererreer e~y 280,-,837,,,DR15, -, DRE2, -, ,,DP5,DFS,,

44715, Human, Haigety, Jimoy, HJ, Haigety,111-94-1212 ,11/22 /2000, ¥, caucasoid, 7701 Christian Brothers
Road,Eellflower, CA,NNW, US4, 91314, jh@msn. com, (323) 981-0916, (323) 345-1234, (323) 506-7771, (714) S556-1289,Verizon
Corporation, Juanna, O, Juanna, (323) 345-1095,103,3¢ HMichael Hospital, MARROW Transplant, 2, Tissue,

R L L E P PR R REEY: DU PP Ly 1)1 P

44716, Human, Shoemaker , Cheryl, 3, Shoemaker, 111-13-1234,11/22/2002,F,black, 1705 EBrothers

Road, Canyonville, OR,NNW, T34, 97417, sclimsn.com, (541) 8§39-4467, (541) 5§39-6509, (541) 299-1098, (541) 760-1986, Juniper
Creek,Elizabeth, O, Elizabeth, (323) 345-1095,103,53t Michasel Hospital, MARROW Transplant, O, Tissue,

S T 5 L T 1

44717, Human, Dublin,Nikitta,D,Dublin, 111-13-1234,11/22/2004, F, asian, 345 Ashilly
Court,Canyonville, OR,NNW, US4, 97417, sclmsn. com, (541) §39-4467, (541) §39-6509, (541) 299-1095, (541) 760-1986, Juniper
Creek,Elizabeth, 0, Elizslbeth, (323) 345-1095,103,3¢ HMichaesl Hospital, MARROW Transplant, 2, Tissue,

+ DONOY, vy vivrervrrvirrirerriireereercerees b2, ,,Cwd, Cul, DR-,DR-,DR51, DR5Z, DQ7, DQE, ., ,

28195, Human, Sharpitis, Thomas, T, Sharpitis,023-18-0002,1/1/1950,F, caucasoid, 9701 Bicyole Lane, Cystal

Villange  Cb ., SWWL. IS4 . 9100 harfAlivahnn. com. (7141 978-1098. (7141 Q78-1098. (7141 97851095, (714} n9-—"751 Jo=zenh

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 293



One Lambda, Inc. | A Thermo Fisher Scientific Brand

HLA Fusion Version 4.0 User Manual

Calculated PRA

You can calculate the PRA (using the UNOS calculator method) within the Patient Information

screen.

1. From the Main Menu, select Patient Info > Manage Patient.

2. Click the General Info tab. The patient/donor information screen appears.

3. Select a patient/donor record, then click the HLA Tests tab.

4. Observe the previously assigned Unacceptable Antigens list near the bottom left of the screen. If

you have not already conducted analysis previously and assigned Unacceptable Antigens to this
patient, you will have to enter values manually here.

5. Click the CPRA button near the middle right hand side of the screen. The Unacceptable Antigens
list is now used to calculate CPRA percentage score, which is displayed next to the CPRA button:

47 Matient/Donor Informaticn

[ tienerl inta | HLA Tests  Lieatiire |=sts | |ansplant Histery | remiment Hetory | Liossmatch hesuit

Ny 454234 Nama- Philips. limg

Jasociate Sample 1De || Vicw Samplc Summary

Aasociale PRA Denor Groups

Itia drewr

Patient |

Aiibody Teslec.

nformation / HLA Tests

CPRA Results

HLA Aesignmante Mo ecular

A E =

HLA Assigniienls Senlugy

A B Bw Ci

e
MICA MICE Kk

Anibody AZSIgNmETS
UClass | Anfibody Sascticty
Clazs | Arthocdy Spectficity
MC Avibode

Unaceaptable Antigare

Cw0.B35EZ8 653

Conrner Ls

Class | Class I

JRB

DR

D]E3

DRIE1,5253)

JRE4

Oy digie, "ELANK", "Low”, -ard ./ 3% accepbed in esrology tiside.
Cass| Class ||

JRES v} DAl OP3 OPAl

CPRA

4% 200 6/2/20°5

T Show JNOS Wed Caleutsor

Unacceptable Antigens List

[¥] Edil / Update

(VIGHE LAMBCA ® B @

Tranclatc Alldea || Save || Ciese |

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0)

294



One Lambda, Inc. | A Thermo Fisher Scientific Brand

HLA Fusion Version 4.0 User Manual

HLA Assignments Serology Onty digits, "BLANK", "Low", - and / are accepted in serology fields.
Class | Class I
A B Bw Cw DR DR{51.5253)
COther
MICA MICE KIR

DP

CPRA
6% 3¢ of 5/20/2015
Show UMOS Web Calculator

If the “Show UNOS Web Calculator” checkbox is marked, the CPRA Web Calculator result window ap-

pears, hosted by an external website:

UNACCEPTABLE ANTIGENS

DR:

DRW:

DO:

CPRA CALCULATOR

CPRA VALUE

The blue refresh button updates the score to account for recent changes without requiring re-

entry of data into the calculator.
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Patient Antibody Tracking

You can track antibody strength for each patient over a period of time. The information tracked is taken
from the typing data stored in their Patient/Donor Info card and the antibody data in their analysis
samples (LABScreen Single Antigen and LABScreen Singles) for the specified date range. Take the
following steps to display graphs and data that track a patient’s antibody data.

Make sure you have patient and donor information entered into HLA Fusion. If not, you can import it
from a patient list and/or manually enter the data on the Test Info tab of the Patient/Donor Info card.

Patient and donor records must be associated.

11. Select Patient Info >Ab Tracking.

The Patient Antibody Tracking window is displayed.

Clicking the Save button here saves any
samples listed in this area for future analysis

/ as samples within the chosen date range.

[ HLA Fusion™ -
AnalyzeDaa Reports Oata Sample Patientinfo Profile Utiies Help Ext
o UQREE4 & ¥ &) o o #?0

Patient 1D 454-234 -

Molecular Typing

sera Typing

+ || motecutar Typing

- || sero Typing

Donor D

new) -

iy

Track DSA |MBichedAQ. Mismatched Ag. notin MSmatched Ag.in
Final Assignment Final Assignment
DQA [ DPA

Ab Tracking Threshola | [ Cremnme [ Tranepamt [ Trasment

Line(Time Scale) | Column (Sample) | Column (Spes) | Ssmple Dilution | LSM Ratio Line (Time Scale)

Ciass |
Patient ID: 454-234 Patient Name : Philips, Greg

MFL (Raw Data)

o
o

Ciass il
Patient 1D : 454-23A  Palient Nsme : Philips, Greg

MFL(Raw Data)

el [ Graph Functions

Patient Antibody Tracking window

2. Click the drop down arrow next to the Patient ID field to select from a list of patients stored in
your Fusion database. Or click Search and search by Patient ID, First or Last name, etc.

3. The Molecular and Serological Typing fields are automatically filled with available data for the

specified patient.

4. Select the start and end date range from which you want to view sample antigen data for this
patient (click the drop down arrows in the date fields to display a calendar).
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5. You can select Secondary Ab or enter one of your own. This is a way to filter samples and it

means that samples you want to bring up must have this secondary Ab. Otherwise, they will not
be available when Find is clicked.

e (Optional) You can display the percentage of PRA from available donors in the system or
from selected donor groups who match the computer-assigned antibodies for the current

sample.

6. Click the Donor PRA button to bring up the following dialog box from which you can select

donor groups or All Donors.

The Donor PRA calculation is displayed next to the Donor PRA button.

=il
: Donor PRA Calculation
’7 I ANl Danors

Available Donor Groups Selected Dionor Groups

123 123

ABC ABC

CBa

Add
Remove
Cancel 0K
7

7. Click the Find button to display a list of samples for this patient that are within the specified

date range.

Include  Sample Date

25/08/2008
01/08/2005
[#] 1502005
[¢] 28M08/2005
OEAD2005
16AD0/2005
250872008
0109/2006

Donor Group Selection

Find Patient List

Sample Index
1

-~ @ h B Wk

Sample ID

CD&BEL(2 ...

COAEM

CDaENI .
CDEEPR(2...
CDes Q..
CD8ER(1 ..
CDasL2.,

COBEM ...

PatientID | :dAE vl
Muaolecular

Typing

Sero A3, AT1,B51, B13 Cwd, Cwl2, DR4, DR15, D@1, DAY
Typing

Date 19052008 % To 19062008 [» Formula  Baseline

Fireal As=ignment
Megative

Megative

A23.A24,576

A3 BE1, A24 076 B4d BY
A23 BE1 A2d B4B BT BTE
A23 A24 581 BTE B4s
D7y

DT
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Note: To add final assignments to a sample, double-click in the Final Assignment column for the
sample to display the analysis window and add the assignment. Also, only samples with a
date can be included in this tracking. If the Sample Date column is empty for a sample,
click on the empty Sample Date cell and use the pull-down date-finder to add a date.
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8. Select the check box in the Include column for the sample(s) you want to include in the Ab
tracking graphs and data. The graphs are displayed. (To display a specific type of graph, click on
the associated tab). Select the check box for the antigen(s) you want to include in the tracking.

[ HLA Fuson™ T= & =,
GralgeDats Feposs Jata Sample Patientlafc Poofle Utiliies bely bt

OAROLIEQE-2A & 50 WY o070

Putiert aaTes = [Laeamn ] || seaoein {noe) ~ L] E
Kefemiiinits Molecular Typing ¢=———» ¢ || Moteesor i H
32ty Sero Typing < : » I

Fram. 0 BI04 = Jo O 0ZN0 - fad | Forewla  Eivde - Sk e H__ﬂ:'d_i;‘_'lﬂimmmu:nn_ A

Domar PA El il =} |_Data Tabe | | DGR /DPA i
@-I"GU!B SARER I . Ngp & naE DEESI0N NAME SRTRE DR BN ASHNMET  LMBOG I OTIRY AD ¥V LN FRTOT L™ E Ineiug  aahgen g

S -J"! 20188 1 120408 £ 525 MM NREIOST O LS2amNC_ BELE ] L o™

]| & [Far) =
Date Range & s Include
Sample List = +— Antigen List

180 [ e ] |
i

i v e

A5 Trsokig Theeshold ||| [aemess

| LineqTme sosle}  Cobimn (Sarapie| | Cakam (3pos) | sarspie Diubos | L5t Rato Live [Ture Soate)

Pathent 10 &G D::ﬂ‘l'l‘lml:l.mm.ﬁed Patisnt 1D ; ASTIG ’::i:"lnﬂm.
Example of Graphs
that can be
displayed with Ab
. Typing
3
:
E
125108
8 CFE 10101 (CF1) [SOPET02:02(0FY  [DFE160" (DF13) BOGET'02 12 (002) B COBT 0402 {004 B DOS*"C8 02 (00S) [ 0814
B reR1r001 (0P M DPEY 1501 (D15 I DARIAZ01 a2 7] DDRT 0411 (DO W 0oR 6 01005) B DoR *t601 (nos) Il Doe18
o (e
Well [ 516 [ BaTeS o "SI0 120908 C115A 006 02388 (I | 5251 NCLO 008 06 |45 Sample [FEG CTL (0T 0T [Testate 1742000 Ve 40
i Class Il
. Include % Antigen o] Patient ID : A4765 Patient Nam:t:nbert, R
“ cwi2 Right-
= D4 Auto Scale I' k f
e i ClICK TOr
nclade | ABete Set Class I Min Scale »
ey Set Class I Min Scale » graph
DREA*0404 | Set LSM Min Scale » options
DRE1 *04035 ! Set Class I Max Scale ]
] DREN *0402 Set Class I Max Scale 3
DRE1 0403
Set LSM Max Seale b
| Includa T Antigen = Set Time Scale Interval (Days) »
- e e ] ]
< l I | »| Display Sample Date for Line Chart
— Export Graph b | Line (Time Scale)
Include Antigen List Print Graph R Sample
Spec
| Sample Dilution

120108

9. Select the formula to use for the graphs by clicking the drop down arrow in the Formula field,
(Default versus Raw). The formula can also be changed after the graphs are displayed if you
want to compare the tracking with different formulas.
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You can double-click on a graph to expand it, and there are right-click options available from each

graph (see graphic above). You can also use the expand/contract buttons ﬂ in the upper right corners
to expand the graphs.

e (Optional) You can add donor data, if desired, by using the drop-down arrow next to the Donor
ID field to select from a list of donors associated with the selected patient. You can also create a
new donor on the fly by typing a unique name into the Donor ID field and filling in the molecular
and sero typing.

* (Optional) Enter a numeric value in the User-defined cutoff field. If you want to track the
antibody signal strength with or without the cutoff applied, select or deselect the check box next
to User-defined cutoff.

* (Optional) Select the check box next to Track DSA to track donor specific antigens. If this is

selected and there are donor specific antigens that are not tested with OLI product kits, these are
listed.

| (RERLEDELPY [E | BiA 1l 2.3 Td3.48

| Line{Time Scale) | Column (3ample] | Column (Spec) | Sample Dilution | Ab Tr;

=
| 24708) PR T W Y N CI&SE‘.'
Donor ID drop-down list.
Donor 10 'Bﬁ Vvll Select to
Molecular include
Typing = Class Il
Sero A3, A24, B51, BE0, Cwd, Cwl2, DRY, DR11, D1, D2 tracking.
Typing -
Select to track —
donor-specific nhed A Mismatched Ag. ' List antigens
antigens. = ——1 n
€ N a2 Cetalog ID e | Inciude Andien A ot Tested et w?:l:%c‘:fd
5LS1 ACMLET 2_ID305 LE1A04_002_00 45 t Cwl2 (=] test kits
3L51 A04LOT 2_D305 LS1A04_002_00 46 = ] Do )
3151 AC4LOT 2_D3H 3 L51404_002_00 6 : ncluds  Allels
L5 A04LOT 2_D325 LS1A04_002_00 k" [¢] | DRBITMO!
DREN 0404
351 A04LOT 2_ID323 L51404_002_00 30 BB 0408
3151 AC4LOT 2_ID335 LS1404_002_00 k] [¥] DRE1*D402
SLSZA0MLOT 6_ID306 LS24A01_006_00 45 m DRE1 403
5LS2401LOT 6_ID306 LS2401_006_00 46 Include Antigen
» . N
nmn ma ; < m N

Donor Antibody Information

e (Optional) Select the DQA/DPA check box to include these in Class II tracking.
¢ (Optional) Manually enter the donor typing in the Sero Typing field.

10. Click the Data Table button to display a raw data table CSV file with the patient antigen signal
over a period of time. The table can be printed or exported.
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Profile Management

HLA Fusion™ tracks all changes to analysis data made by users and allows added data security with a

two level analysis result confirmation (Save and Confirm). HLA Fusion also stores general laboratory

information to be used on reports including multiple contract lab codes.

User Management

From the Profile main menu you can:

Add new users

Edit existing user profiles
Change passwords

Reset passwords

Archive users

HLA Fusion uses two user levels for added security and control of typing and screening results.

Supervisor can...

Lab Technician can...

Modify all product configuration settings

Modify all product configuration settings—except to
enable Auto Accept All and Computer Generated
Serology for LABType and Micro SSP products

Save and Confirm analysis results

Analyze data and save analysis results

Update reference files, such as catalogs
and NMDP codes

(Only if authorized by the supervisor) - Update reference
files, such as catalogs and NMDP codes

Archive catalogs

Archive catalogs

Modify and delete session and sample data

(Only if authorized by the supervisor) - Modify and delete
session and sample data
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Modify own & other user accounts Modify own account only

Change the Lab Profile Manage sample and patient information

Viewing the User List

The List User option displays a list of all users currently in the database, both active and retired. You can
look up and select user profiles.

1. From the Main Menu, select Profile > List User.
2. Type in a name and click Search to search for current users.
3. Double-click to the left of a user entry to view the profile.

4. Click Close to return to the main menu.

Adding New Users

Supervisors can add new supervisor or technician level users. Technicians cannot add new users. Fields
marked with an (*) are required.

1. From the Main Menu, select Profile > List User.
2. Click Add User to add a new user.
3. Enter new user information.

4. Select the Active check box under the Role field to activate the user account.

Note: If this is a lab tech profile and you want to allow reference file update and/or data
management privileges for this user, select the appropriate check boxes.

5. Click Save to save the new user information and return to the main menu, or click Close to
discard changes and return to the main menu without saving.
Editing User Profiles

Supervisors can edit the user profile of any user. Technicians can only edit their own profiles. Fields
marked with an asterisk (*) are required.

1. To edit your own profile, select Profile > My Profile.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 302



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

2. To select from a list of users to edit, select Profile > List User and double-click to the left of a
user to select that profile.

3. Edit user information.
Click Save to save user information and return to the Main Menu.

4. Click Close to discard changes and return to the Main Menu without saving.

Changing Passwords

Supervisors can change passwords for any user, but they must have the user’s old password. Technicians
can change only their own passwords.

1. From the Main Menu, select Profile > My Profile.

2. Inthe user profile, click the Change Password button.

3. Enter the current and new passwords.

4. Click the Save Password button to change the password. Or, click Close to close and return to

the main menu without changing the password.

Resetting Passwords

If a user loses or forgets their password, HLA Fusion can reset the password. The new password is the
same as the user’s user name. Only Supervisors can reset a user’s password.

1. From the Main Menu, select Profile> List User and select a user.
2. Inthe user profile, click the Reset Password button.

3. Click Close to return to the main menu.

Changing User Privileges
Only Supervisors can modify a user’s privilege level.
1. From the main menu, select Profile> List User
2. Double-click to the left of a user to open their profile.
3. Inthe user profile, select the check box next to either Manage Data or Update Reference
Files, or both, to give the selected user privileges for those activities within the Fusion

application.

4. Click Close to return to the Main Menu.
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Inactivating Users

Supervisors can inactivate users who are no longer using HLA Fusion. User information is still stored in
the database, but the user is not able to log into the program.

1. From the Main Menu, select Profiles > List User and select a user to edit.
2. Clear the Active check box to deactivate the user.

3. Click Save to save user information and return to the main menu, or click Close to discard
changes and return to the Main Menu without saving.

Note: If a User ID is still associated with analysis records, the User ID cannot be deleted.

Lab Profile

The Lab Profile menu displays the contact information for your lab, network information used by HLA
Fusion, and NMDP contract lab codes. Most of this information is entered during installation, but can be
updated at any time. Only supervisors can change the Lab Profile.

From the Lab Profile menu you can:

e [Edit the Lab Profile

Lab Profile Information Screen

e Add, edit and remove Lab Codes D) Lob Profe e W T
HLA Fusion- 000 0O
e Change the Network Path
* Change the Email Server Name
o o
et I
Lab Code(s) | Lab Code Description Default Add Lab Code
» 010 o] r
r
Delete Lab
Contact Email: BSmith@onelambda com |
Note: The Lab information will be printed on HLA Fusion™ reports.
[V ONELAMBDA ® 8 ®
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Editing the Lab Profile

Laboratory information displays on most reports, and includes contact information for your lab. This
information is initially entered during installation, and can be edited any time from the Lab Profile menu.

Fields marked with an asterisk (¥) are required.
1. From the main menu, select Profile > Lab Profile.
2. Edit lab profile information.

3. Click Save to save changes and return to the main menu, or click Cancel to return to the main
menu without saving any changes.

Managing Lab Codes

Lab codes are used on NMDP reports to identify contract labs. Multiple lab codes may be entered and
stored in HLA Fusion. You can select the lab code you wish to use when creating an NMDP report. Only
the first three digits of a lab Code are used on NMDP reports; lab code descriptions are not included on
reports.

1. From the main menu, select Profile > Lab Profile.

Add, edit or delete Lab codes:
¢ C(Click Add Lab Code to add a new lab code. Enter information into the new row.
e Highlight a lab code to be edited. Click Edit Lab Code to edit the lab code.

2. Edit lab code information.

3. Highlight a lab code to be deleted.

4. Click Delete Lab Code to delete the lab code.

5. Click Save to save changes and return to the main menu, or click Cancel to discard changes
and return to the main menu without saving.
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Utilities

HLA Fusion™ uses a variety of reference files for data analysis that need to be updated for new products,
lots and revisions. You can also change many global product settings to customize analysis for your lab,
and you can modify default system settings to reflect your personal or network file system.

Warning: Always use the latest reference files for analysis. Otherwise, analysis results may not be accurate.

Managing Catalog Reference Files

Catalog reference files contain all of the reaction-specific information needed for analysis, including the
following;:

e Bead and well specificities
¢ QCinformation
e Cut-off values

e Bead and primer information

Each new lot or revision of a product needs its own catalog file for analysis results to be accurate.

Updating Catalog Files from a Local or Network ]

Drive HLA Fusion® 00000
[~ Import Directory
Lab supervisors can input new catalog files for use o e A o —
. . 21 $Recycle Bin 17T
in analysis when new products, lots,or || o e [0
. . Cortfig. Msi FL1HDO0Z_011_00
updates become available. Catalog files are File || 0 Dt s i)
also available on the One Lambda directory —=» - e 003 01201
. tree || S e FLIHBO4 01100 <+ Catalogs
download site. -] oLl FUSIaN FLIHD0: 01201
T oy
. a g _010_
1. From the main or any of the product home i Qoo Rt o761
. . -1 report 010 1
pages, click the [Download] link, 1 s FLKo o118 o
: Qi et .
or from the main menu, seleCt Catf'-llog —Pr-‘ Catalog (" NMDP ¢ LocalCode ( PGroup ¢ GGroup ( Serology Equivalent
Utilities > Update Reference > Options =
. g o
Update Reference File. [ FUSEN Gata\caraog Select Al | [ import Catalog | [ Auto Update |
Last Update Date: AunD2, 2012 Goto OLI
The Update Reference File dialog
box displays. |

[ ONE LAMBDA ® ® &

Ready
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If your serology information is outdated, or you have not imported it yet, a message like the one shown
below is displayed. If you do not see this type of message, go to the next step. If you see the message, click
OK to open the Serology Import dialog box.

Serology equivalent file notice

Serology Information - il

The Serology information does not exist in the database.

Please import most recent Serology. ..

Make sure the Catalog option is selected.

2. Using the file directory tree on the left, locate catalog files to be imported.

.

&/ Reference File Manager e |- E]

HLA Fusion- BB MO00000C

Select Product
gl & G
Select Filename Mame _Lat Revision MNomenclature  IMGT RevisionNotes
@ FLIHD10.007.00  FLIHD1O 007 0o
@  FL2sP 01100 FLosP 0 oo
Select Product antaI
| [ LABScreen 3
el = LAEType )
# El LAT 1
The number @ E LCT i} I
of catalogs @ o MicroSSP 131
currently in
your Fusion
database.
ow these products:
b |n Fusion DB in Fusion OB |Select.ﬁll HMB‘:NIH Import || Help H Close
Updated & Updates / Revisions L) alogs . )
p revised |7Latest e [ Update Previously Downloaded Documents
catalogs
available for | G T E———
download.
e — - — )
_Lists all Available catalogs which are
available catalogs not in your Fusion database.
Note: To determine which catalog is the most recent available, HLA Fusion looks first at the lot

number and then the revision number. An updated lot number gets flagged as the most
recent version of a catalog, even if there is also an update to the revision number of the
previous lot since you last downloaded catalogs.

3. Highlight the files you want to import, or click Select All to select all files listed.
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If you select a catalog to import that is in the old allele format, you are notified with a message. If you do
not see this message, proceed to the next step. If you do see the message, select the translate option you
want to use before going to the next step.

Note: If you select Yes or Yes All, the software will translate the old allele format into the latest
format. For the Molecular products (LABType or Micro SSP), the software will drop the old
format allele completely if it does not find a matching allele in the new format list. For
Antibody products, if the software does not find a matching allele in the new format, it
keeps the old format allele, but adds a colon.

Translate alleles Option

Translate Allele

The catalog - LS51A04_002_03 you want to import was created using the old allele farmat.
If pou wish the system will translate these alleles into new allele format. Please note that
the old alleles which do not have matching new allele names will be kept and imparted as is.

Do you wizh to translate?

es Mo Yes Al Mol |

5. Click Yes, or Yes All to import the selected catalog files.

Note: Catalog import takes longer when you choose to translate alleles.

6. A confirmation dialog box displays import results, click Close.
7. Click Close to return to the Update Reference menu.

Imported catalog files can be used without restarting Fusion.

Updating Catalog Files from the One Lambda Download Site

e Product catalog files are available on the One Lambda download site
(http://download.onelambda.com).

1. From the main or any of the product home pages, click the Download link, or from the main
menu, select Utilities > Update Reference > Update Reference File. The Update
Reference File dialog box displays.

2. Click Auto Update to open the One Lambda Catalog Updates Selection window.

3. Select the check box next to the files you want to import. Click the plus or minus signs on the file
directory tree, to locate the catalog files for each product. You can also click Select All or
Deselect All to select or clear all the check boxes at once.
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4. Click Import to import the selected catalog files.
5. When the confirmation dialog box displays import results, click OK.
6. Click Close and then Yes to return to the Update Reference menu.

Imported catalog files can be used without restarting Fusion.

Note: You can also click Go to OLI, click the links for the products and catalog files you want to
import, and follow the download instructions.

If Auto Update does not respond, verify your network connectivity and that the URL you set
for One Lambda in Utilities > URLs & Paths is correct.
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Updating Molecular Typing Reference Files

Reference files contain allele code and serology equivalent information used in analysis. It is important
to update them regularly for accurate allele code and serology assignments.

From the Update Reference menu you can download the necessary files:

e NMDP codes
e Local codes

e Serology Equivalent files

Updating NMDP Codes from a Local or Network Drive

The National Marrow Donor Program (NMDP) provides a list of allele codes that can be used in
molecular typing analysis. If you have a current list stored on your local or network drive, use this
procedure to import it so HLA Fusion can access it. The most current NMDP code file is available on the

NMDP download site.

1. From the main or any of the product home pages, click the Download link, or from the main
menu, select Utilities > Update Reference > Update Reference File.

The Update Reference File dialog box displays.

12. Select the NMDP option.

Folder/
Directory

NMDP Code
option

Information
on last
download
and update

“» Update Reference File x|

HLA Fusion®

r~Import Directory

= B My Computer
FH-& CN\
_— = DA

S EN

& :;ata\ng((? NMDP )(‘ Local Code (" P Group ' G Group (™ Serology Equivalert

mpert NMDP
E Import NMDP || Auto Update |
Last Version Update Date: 4/13/2012 Last Download Date: 4/13/2012 Goto NMDP

JJONE LAMBDA ® ® &

Ready

Updating NMDP Code
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13. Navigate to the NMDP file on a local or network drive, using the Import Directory tree.
4. Click Import NMDP to import the selected file.

5. Click Close to return to the Update Reference menu.

Updating NMDP Files from the NMDP Website

Follow this procedure to import the NMDP list from the NMDP website.

1. From the main or any of the product home pages, click the Download link, or from the main
menu, select Utilities > Update Reference > Update Reference File.

2. The Update Reference File dialog box displays.
3. Select the NMDP option.
4. Click Auto Update, which automatically imports the current NMDP file for use with HLA

Fusion. Or, click Go to NMDP and follow the instructions for downloading an NMDP file from
the website.

Note: If Auto Update does not respond, verify your network connectivity and that the URL you set
for NMDP in Utilities > URLs & Paths is correct.

Creating a Local Code File

Local code files are created by individual labs; local codes are created to make ambiguous typing
assignments easier to store and read. For example, ambiguities, such as B*1501/1501N/1502, can be
condensed with a code to B*15AB for simpler record keeping.

1. Copy the local code template from the HLA Fusion CD to a local drive.

2. Use a text editor to edit the template and add code definitions.

3. Follow the example format, using a Tab to separate each field, and a slash to separate multiple
values within a field:

e letter code <tab> numeric allele extension to which the code applies

4. Savethefileas local code.txt

See the next section, Updating the Local Code File, to import the file.
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Updating the Local Code File

After a Local Code file has been created, it must to be updated in HLA Fusion.

1. From the main or any of the product home pages, click the Download link, or from the main
menu, select Utilities > Update Reference > Update Reference File.

The Update Reference File dialog box displays.

Update Reference File: Local Code
x|

HLA Fusion- 000060

~ Import Directory

. -2 My Computer
Directory/ _ |y ==c

=S DN
Folder tree =E

S G\

Local Code
:  Catalog  NMDF (& Local Coda ) P Group (G Group ¢ Serology Equivalent
Option D

Import Local Code
’7: Import Local Code ‘

(JJGNELAMBDA ® ® &

Ready

2. Select the Local Code option.
3. Use the Import Directory tree to locate and select the Local code file to be imported.
4. Click Import Local Code to import the selected file(s).

5. Click Close to return to the Update Reference menu.

Updating Serology Equivalent File from One Lambda Website

The Serology Equivalent file can be auto updated from the One Lambda download site
(http://download.onelambda.com).

1. From the main or any of the product home pages, click the Download link, or from the main
menu, select Utilities > Update Reference > Update Reference File.
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The Update Reference File dialog box displays.

Update Reference file: Serology Equivalent

5
HLA Fusion- 00000
1~ Import Directory
E- 2 My Computer
@c
=1
SEN
=26
Directory/
Folder Tree ™™
Serology
€ Catalog " NMDP (" LocalCode (" P Group ¢ G Group{® Serology Equivalent J) Equivalent
~ Import Serology Equivalent 0 tion
: P
Last Update: 207 1January (KIR); Apr 13,2012 Goto OLI
\
Do
Ready

2. Select the Serology Equivalent option.
3. Click Auto Update to open the One Lambda Catalog Updates Selection window.
4. Select the check box next to all files you want to import.

5. Click Import Serology to import the selected files. Catalog files are ready for use without
restarting HLA Fusion.

6. A confirmation dialog box displays import results, click OK.
7. Click Close and then Yes to return to the Update Reference menu.

e If Auto Update does not respond, verify your network connectivity and that the URL you set for
Serological in Utilities > URLSs & Paths is correct.

Catalog Management and Information

Archive Catalogs

You can archive catalog files that are no longer used. The catalog information still exists in the database,
but is not included in the list of available catalog files for analysis. Catalog files can also be restored for
use in analysis.

1. From the Main Menu, select Utilities > Update Reference > Catalog
Information/Management.
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atalog Management

S| Status | CataloglD CatalogType | LocusType |NOMDate | IMGT | Catalog Netes -
Nmir RSSO1A_011_03 LABType A Jznusry 2010 2280 |January 2010 nomenclature update based on IMGT/HLA datsbase vers \j
Cla  [RSSO1A01I 06 |LeBTyee A July 2010|310 |July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSOTAO1I 0 |LABType A January 2011 330 |January 2011 romenclature update based on IMGT/HLA database vers ||
r RSSO1A_012_01 LABType A Jznuary 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSO1A_12R_00 ABType A Janusry 2011 330 |New lot Based on January 2011 (IMGT/HLA datsbase version 3.3.0) 3 ||
r RSSO1B_013_07 LABType B January 2010 |2.28.0 |January 2010 nomenclature update based on IMGT/HLA database vers ||
A  RSSOTB0140¢  |LEBTye B January 2010 2280 |January 2010 romenclature update based on IMGT/HLA database vers ||
la RSS01B_014_07 LABType B July 2010 310 |July 2010 nomenclature update based on IMGTHLA database version ||
r RSSO1B_014_11 ABType B Janusry 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSO1B_015_01 LABType B Jznuary 2011 |3.30 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTE_13404  |LABType B January 2010 2280 |January 2010 romenclature update based on IMGT/HLA database vers ||
Cla  [RSSOIC 00903 |LBTwe  |C January 2010|2280 |January 2010 romenclature update based on IMGT/HLA database vers ||
Fla RSSO1C_008_05 ABType c July 2010 310 |July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSO1C_008_07 LABType c January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOIC_0I001  |LABType  |C January 2011 330 |January 2011 romenclature update based on IMGT/HLA database vers ||
[C|A  |RSSOTE47.00101 |LABType  |ABC July2010 |10 [July 2010 nomenclature update based on IMGTHLA database version ||
r RSSOTE47_001_03  |LABType ABC Jznusry 2011|330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTE47_002 01  |LABType ABC January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTSI_003.05 |LeBType B January 2010 2280 |January 2010 romenclature update based on IMGT/HLA database vers ||
Cla  [Resoisi0n02  |LBTwe B January 2010 2280 |January 2010 romenclature update based on IMGT/HLA database vers ||
Mla RSSO1S1_004 04  |LABType B July 2010 310 |July 2010 nomenclature update based on IMGT/HLA datbase version ||
r RSSO1S1_004 06 |LABType B January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSO1S1_005_00  |LABType B January 2011|230 |New lot Based on January 2011 (IMGT/HLA database version 3.3.0) 2 ||

r RSSO1S4.003.07 |LAEType B January 2010|2280 [January 2010 nemenclature update based on IMGTHLA database vers |||
. ] il
[ Show Archived Catalogs | Check All | Summary Report || Detail Report | Expot | Ahive | Unarchive | Delete | Close |
one
Archive Catalog

2. Select the S (select) check box for the catalog files you want to archive, and click Archivel A== |,

3. When a pop-up message displays Data Saved, click OK.

4. Click Close to return to the main menu.

Note: When you import a new version of a catalog file, the system auto-archives the previous

version.
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Un-Archive Files

Archived catalog files display an A in the Status column when you view the catalog list and the check
box for Show Archived Catalogs is selected.

Archived Catalogs check box
k | r RSSO154_002_07 LAET,

RSSO154_004_02

v Show Archived Catalogs r

‘ﬁ = m

Archive and unarchive catalog files

Nz | LABScreen - List
LABType |
Place a check mark here and 1¥
click the Unarchive button S| Status | CataloglD Catalog .
to unarchive the catalog. s A RSSO14 011 03 LABTypd -il;rhd?::::;rthgt
= |F A P pp— the catalog
Place a check mark here and W RSSO1A 011 08 LABTypH hfsh'?:e‘;‘
click the Archive button — r RSSO1A 012 01 BT archived.
to archive the catalog. A YR
= [ RSS014A_12R_00 LAE Ty

¢ From the Archive Catalog window, select the check boxes next to the catalogs you want to
unarchive, and click Unarchive.

Viewing Catalog File Information

You can view information about a catalog file and generate a report from the Catalog Information
menu. Catalog files displayed with an A in their Status column have been archived.

1. From the Main Menu, select Utilities > Update Reference >Catalog Management.
2. Click a column header if you want to sort the catalog file list.

3. Click Report to display a printable, exportable report of the currently displayed catalog
information.

Deleting Catalog File Information

You can delete a catalog file from the Catalog Management menu. Catalog files displayed with an A in
their Status column have been archived.

HLAF-MAN-v4.0.0-EN-00, Rev 0 (HLA Fusion User Manual v4.0) 315



One Lambda, Inc. | A Thermo Fisher Scientific Brand HLA Fusion Version 4.0 User Manual

1. From the Main Menu, select Utilities > Update Reference >Catalog
Information/Management.

2. Select the check box next to any catalog you want to delete.

3. Click Delete to remove the catalog information.

Reporting Catalog File Information

You can view and report information about a catalog file and generate a report from the Catalog
Information menu.

1. From the Main Menu, select Utilities > Update Reference >Catalog Management.
2. Click a column header if you want to sort the catalog file list.

e (Optional) If you want a report in the old format, select the check box next to Old Format
report.

3. Click Report to display a printable, exportable report of the currently displayed catalog

information.

Associating Product Catalog Files and Luminex Templates

You can associate a catalog file with the Luminex template name used for a specific product. HLA Fusion
automatically associates catalog ID and template names the first time you run the analysis for the
product. After an association has been made, HLA Fusion automatically selects the catalog file associated
with the template used in the CSV file when you start analysis. You can also manually add, remove, or
change associations.

1. From the Main Menu, select Utilities > Catalog Template Association.
Add, remove or modify an association:

2. Add a New Association.

3. Select a catalog file.

4. Type in a new template name, or click Browse to select a Luminex template file (.Ixt format) to
associate with the filename.

5. Remove an Association.
6. Select a catalog file.
7. Select a template name and click Remove.

Modify an Association:
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1. Select a catalog file.
2. Edit existing template name(s).
3. Click Save to save changes.

4. Click Close to return to the Main Menu

Importing Allele Frequency Files (Demographic Frequency)
You can import allele frequency files to use in analysis based on demographics.
1. From the Main Menu, select Utilities > Update Reference Allele Frequency.

2. Select the Create Demographic Group option.

Allele frequency import

:)g, Demwoyraphicf Allele Freyuency 5'

HLA Fusion- 0000000

Lreate ard Update Demograshic/Alele Fregquenzy

|r' Creze Demogapnic Group % Updste Mllslse and Fragusncy Delimiter : I ﬂ ¥ Skip Firsl Ruw NMicle Column IG |
Updat=d Niles Source Fie :  |COU FUSIDNWatahsession Latz Referznce Files\Mscellanous 05-03-07 DRE343 E
Aleles not in the tar selected iz group: Hiele lest 1
Scloct MicleSern Freguency o

|z

I |3E —

RRETE) ¥ Create New Group

EE [

3204

[ |33(A5)

I~ |24(e5)

7 |35(C5) -

—Demographic Group and Frequency in Dazabase

| MNizle,/Sero | Frequency =

A0
AT.01.01.0
AD:01:01:02N
At:01:02
AD:01:03
A%01:01:04

| | New Group || buplicate Group | | vetete Group || imnsiate Aletes | | Eport || save || Gose |

3. Click the browsel:=]button and locate Allele Frequency files.

4. Click Import.

When an Allele Frequency file is successfully imported, the groups it contains are listed in
Demographic Group and Frequency in Database.

5. Click Save.
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If the header for the column of any allele frequency file you import is empty, the entire column is
not imported into Fusion, regardless of any other data it contains. If columns are duplicated, Fusion
gives you an error message and does not import the allele frequency file.

The data contained in the Allele Frequency file may look similar to this graphic.

A B G D
1 LOffrcfaFNamE Japan Eﬂﬁca.nanoh_Z
2 AT0101 0.2 0.1 0.2
3 |A*010101 0.2 0.02 0.2
4 A*01010101 0.2 0.003 0.2
5 AT0201 10.9 2
6 A%02010101 109 56
7 A*020106 0.01 3
8 A*020107 0.01 4
9 A*020110 0.01 4
10 | A*020301 0.02 0.02
11 A*020302 0.01 0.01
12 | A*020601 10.4 104
13 | A*020602 0.01
14 A*0207 34 34
15 A*0210 0.1 0.1
16 A=0215N 0.01
17 A*0D218 0.02 0.02
18 A*D228 0.02 0.02
19 A*0242 0.01
20 A*0251 0.01 0.01
21 A*0253N 0.01 0.01
22 |A*0259 0.01
23 A*0270 0.01 0.01
24 A*0271 0.01 0.01
25 |A¥0272 0.01
26 A*0301 0.8 0.8
27 A*03010101 0.8 0.8
28 A*0302 0.02 0.02
29 A*1101 8.1 8.1
30 A*110101 8.1
31 A¥1102 0.1
32 | A¥110201 0.1 0.1 0.1
33 A*24020101 35.6 35.6 35.6
34 |A*24021 35.6 35.6 35.6
35 A*2404 0.02 0.02 0.02
36 AT2408 0.02 0.02 0.02
37 A*2420 0.02 0.02 0.02
38 |A*2425 0.01 0.01 0.01
39 |A®2443 0.01 0.01
40 |A*2601 9.8 9.8
41 A*260101 9.8 3.8
42 | A*2602 2.2 2.2
43 A=2603 21 21
44 | A*2604 0.01
45 A*2605 0.02
45 A™2606 0,02
47 A*2611N 0.01

Updating Allele Frequency Files (Demographic Frequency)

You can modify allele frequency files before using them in analysis based on demographics.

1. From the Main Menu, select Utilities > Update Reference >Allele Frequency.
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Allele frequency import

. Demographicf allele Frequency x|
HLA Fusion~ CICICOCCICC
[ Creats 37d Updste Democraonc/Alels Fragasncy
|r‘ Creale Semographiz Goup ¥ Update Mlsce and Frequercy Doz [TAB = W SkisFist Row A Calume [T =) |
Unceted Niokca Source Hie :  [Ln0U FUS 0Nt acssion Uata Heferenss Heahinterlzes - | Use Sem Equiv.
Alelez rot In te datzbase ‘or selected demogrephic crouao: Allede Test 1
— Uemegaphis Goup ard Fegquencyin Datskzsc
fctrve | Mame Alsla/Sero usn =
flize lcat 1
4050
"a0244
Amm
Ly RHEY
AT m
TR |-
4l [
I | [T — || Mhydiczales Groagr | Deedes Giouys | | Toomesate Alldess | Fapueal | [ | o T |

2. Select the Update Alleles and Frequencies option.
3. Click the browse [=]1button and locate the Allele Frequency file you want to update.
4. Double-click on the file, or click Open in the browser window.
5. Do any or all of the following to modify the file:
e Add/delete alleles
¢ Delete existing demographics
¢ Change the allele frequencies
e Convert allele format
6. Click Translate Alleles
7. Click Update.

8. Click Close.
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Managing CREG List Information

You can modify existing CREG lists or create new ones for use in PRA and Single Antigen LABScreen,
FlowPRA, LAT, or LCT analysis. Take the following steps to create or modify a CREG list:

1. Select Utilities > Update Reference > CREG Information Management.

The CREG Management window displays.

CREG Management screen

x|
HLA Fusion® 000006
CREG Type: jout | | Delete
New CREG Type:
Group Name Group Detail T2
» | 1C(10) AD5(4) A26 A34 ABE i
1C(19) A2 A30,A31,A32(4) A33 AT4
1c A1AZE ARD A4 A23(4) A24(4) A3.AT
2C AD3(4) A24(4) ABB ABS A2 |
5C B57(4),B58(4),B35(6),B53(4),B51(4), B52(4), BT8(6).B62(6), BE3(4) BT5(6) BT6(E) BT7(4) BT 1(6) B72(6) B43(4) B50(6) B18(6),.B37(4)
7c B37(4),B27(4) B47(4) B13(4) B7(6),B41(E) B42(E) B46(6), B48(6) B73(E) B2 1(E) BEO(E), BE1(6) B54(E) B5E(E) . BE5(E)
ac B2(E),B3S(E).BE7(E) BE4(E) BES(E),B18(E). B38{4) B5S(4)
12C B13(4),B44{4) B45(6),B45(4),B50(6), BE0(6)BE1(6). B41(6), B4B(6) BE2(E)
Bwd Powd Bwd
Bwb Bwb v|
[«] | o
Save | | Delete Group | | Close |
[JONE Lamson © 0 |

2. Select an existing CREG group from the CREG Type drop-down list, or Enter a name for a new
group in the New CREG Type field.

Do one of the following:

¢ Enter new or modify existing information in the Group Name and/or Group Detail fields
and click Save.

e Highlight a row of existing group information, and click Delete Group.

3. When you have completed CREG group creation or modification, click Close.

Note: Please verify your data before saving, and please do not mix alleles with the older
nomenclature format with alleles in the newer format within the same CREG table.
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Changing Product Configuration Settings

Changes to product analysis settings apply only to samples not previously analyzed. Previously analyzed
samples must be re-analyzed for the changes to be applied.

From the Product Configuration menu you can
¢ Change Micro SSP product configuration
¢ Change LABType product configuration
¢ Change product settings for LABScreen Mixed analysis
¢ Change antibody screening analysis settings

e Change default negative serum values for LABScreen analysis

Changing Molecular Product Configuration

Changes to LABType and Micro SSP analysis settings apply only to samples that have not yet been saved
or confirmed. To change analysis settings for previously saved or confirmed samples, you must change
the settings from the product analysis window and re-analyze the sample.

1. From the LABType or Micro SSP home page click Edit, or select Utilities > Molecular
Product Configuration >Molecular Analysis Configuration from the HLA Fusion main
menu.

2. Select either LABType or Micro SSP from the Product Type drop-down menu.

" LABType Analysis Configuration x| 2, MicroSSP Analysis Configuration x|
1 . Ll - oy
™ (
HLA Fusion- 0000 HLA Fusion 0000
Product Type: [LaBType =l Product Type [MicrossP =
[ Code
~Code
& NMDP ' Local Code © PGrow  GGowp
# NMDP € Local Code P Growp ' GGowp
£ NoCode
£ No Code
Cross Code
ErmEts ’]’ Enabls Cross Cads
™ Enable Cross Code
Demographic [Test 1 =] [Edtl mﬁerﬂ' Fake [T =
Demographic [inome) ] ey MumberofFase [T =] &
e - Bw4/Bw6 Information
™' Bw4/Bw6 Information I™ Computer Assigned Serclogy
™ Computer Assigned Serology
Vi Posive Cort -
M B Court -
Min Bead Failure Threshold (1) *
Close Bead R Threshold *
™ Display Popup message for Low Bead Count Low Posttive Control
™ Alow Auto Accept All
™ Save Force 1 Pairs
[Resetooti |[  sawe ][ cose | [Resttoou | [ Save |[  Cose
(JJONE LAMBDA ® & & [VJONE LAMEDA ® ® ®
S ——— = —_—

LABType and Micro SSP Configuration settings
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3. Change configuration values as needed.

e Save Force 1 Pairs stores force 1 pairs in the database during analysis. The force 1 pairs are
also displayed in reports that contain this information.

¢ Allow Auto-Accept All can only be selected by someone with Supervisor user privileges,
and allows you to select a button on LABType session summary to accept the batch analysis
results for all samples.

¢ Computer Assigned Serology can only be selected by someone with Supervisor user
privileges, and automatically populates LABType and Micro SSP analysis serology assignment
fields, as well as stores results in the database. If this is selected, a warning message displays
as a reminder that the assignments are estimates, and should not be accepted without

verification.
Serology auto-assignment warning

HLA Fusion™ @

. This eptien enables aute assignment of Serology which is a suggested
' assignment and may not be 1003 accurate.

We suggest that you review these assignments and make appropriate
changes to obtain the expected assignment.

4. Click Save to save changes.

5. Click Close to return to the Update Reference menu.
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Creating a Combined LABScreen Session Catalog

To run a Class I and Class IT combined LABScreen analysis session, create a combined catalog to use for
your session. You must use a Class I catalog file and a Class II catalog file that have the same positive and
negative control beads, but do not have any other beads in common.

1. Select Utilities > Antibody Product Configuration from the HLA Fusion main menu.

2. Click Create Combined Products to open the Combined Products menu.

Combine LABScreen catalog files

(R Combine Producs ‘ ‘ =)
. ” ~
HLA Fusion- 9000006
Select products to create new products.
Product List ‘ New Product
CataloglD ClassID | NcBeadlD | PeBeadID | AddedDate - CataloglD ClassID NcBeadlD | PcBeadID
» 1 001 002 41212012 10:30:07
LSTAD4NC10_007_02 | o0 002 422012103101 |,
I LS2A0TNC11_008_06 1 001 002 4/2/201210:30:39
LS2ZADTNC11_008_03 1 001 002 4/2/201210:30:13 LJ
LS1AQ3-NC7_007_03 | 00 002 422012 10:3028
LS2PRANC10_012_06 1 001 002 4/2/2012 10:30:21
LSTAD4NC11_007_02 1 001 002 4/2/2012 10:30:50
I LSTAD4NC10_006_05 | o0 002 422012 102948
il LS2PRANCB_012_05 1 001 002 4/2/2012 10:30:21
I LS1PRANCE_013_05 1 001 002 4/2/2012 10:30:39
LS1PRANC10_014_03 | 00 002 422012 10:3024
LSTADZNCT_008_02 1 001 002 422012 10:30:13
LS2ZPRANCS_013_03 1 001 002 4/2/2012 10:30:26
LS1PRANC10_015_00 | o0 002 422012 10:3025
LSTPRANCE_012_03 1 001 002 4/2/201210:30:15
LSZPRANCE_011_03 1 001 002 4/2/2012 10:30:50
LS1PRANCT_011_02 | 00 002 422012 10:30:44
I 1 S?PRANCE 012 N3 n = ont nnz. 4277012 10:30 'LTP -
New Catalog ID
b=

3. Select the first product catalog to be combined and click
4. Select the second product catalog to combine and click [=].
The new catalog file name appears at the bottom of the selection menu.
5. Click Save to save the new combined catalog file for use in LABScreen analysis.

e Optional: Click Clear to reset the selections and start over.

6. Click Close [_ges= ],
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Changing LABScreen Default Negative Serum

Negative control sera can be adjusted or added for each product or lot. You can change the trimmed
mean fluorescence value for each bead individually.

1. Select Utilities > Antibody Product Configuration from the HLA Fusion main menu.

2. Click Set Default Negative Serum Value to open the Default Negative Serum Value screen.

Setting default negative serum value

I B
4 Input User Default Neg Serum Control Value ﬁ
Catalog ID [LS1A03-NCT_007_03 -
SelectNS  [Add New NS Name -
Cument NS
Bead ID Ol NS Default NS
4 001 1048 1048
002 9900.9 9900.9
083 1431 1431
084 156 156
085 2306 2306
086 168 168
087 152.8 1528
032 1972 1972
083 130 130
050 1456 1486
091 1636 1536
092 191.1 1911
093 1655 1655
04 2459 2458
095 191.6 191.6
097 2422 2422
098 1781 1781
099 1833 1883
| Reset || Set || Save || Delete || Close |
[JUONE LAMEDA ® ® ®

Changing LABScreen Mixed Product Configuration

You can change LABScreen Mixed analysis positive and negative
threshold settings for each product or lot. The new cutoff threshold
values are used in every analysis session for that product or lot.

1. From the LABScreen home page click Edit, or select
Utilities > Antibody Product Configuration from the

HLA Fusion main menu.

2. Click Set Mixed Product Configuration to open the
LABScreen Mixed Configuration menu.

o

®

Select a catalog file.
Select an existing negative serum, or

Select Add New NS Name from the pull-down menu to
create a new negative serum.

Type a name for the new negative serum into the Current
NS field.

Edit Default NS values for the desired beads.

Click Save to save the changes.

LABScreen Mixed Product configuration

r m
&7, Set Mixed Product Configuration @

'HLA Fusion~ U

Click Close.

Catalog ID [LSM12NCE_015_03 -
Class |

Positive: Threshold 15

Negative Threshold 12

Ne Threshold 50
Class Il

Positive Threshold 15

Negative Threshold 1.2

Nc Threshaold 50
MIC

Positive Threshold 15

Megative Threshold 12

Nc Threshaold 50
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Select a product catalog from the Catalog ID drop-down list.

Edit threshold values. For LABScreen Mixed catalogs, the threshold values can be set at the bead
level.

Click Save to save values.
Click Close [ =],

Changing Antibody Screening Analysis Configuration

Changes in the antibody screening analysis configuration are made by product type and apply only to
sessions analyzed after the changes were made.

1.

From the LABScreen, FlowPRA, LAT or LCT home page click [ Edit], or select Utilities >
Antibody Product Configuration from the HLA Fusion main menu.

Click Set Analysis Configuration to open the Analysis Configuration Settings menu.
Select a product type from the Product Type drop-down list.

Change values as needed.

Click Save to save values.

Click Close.
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Importing NS Files

Negative Serum (NS) files can be imported to be referenced during analysis.
1. From the Main Menu, select Utilities > Antibody Product Configuration.

2. Click NS File Import to open the NS File Import menu.

NS File Import
OIS
HLA Fusion® X

Import M5 File
M:AHLA Fusion 3.0.0 - Testing\NS File ImporttLS-NCE_RevODRAFT csv lz‘

Catalog Mg Name
» —

Existing M5 Files
Catalog Ns Name lsActive
LS1AD01_DO7 LS-NC 6.1
LS1A02_006 LS-NC 6.1
LS1A02_007 LS-MC 6.1

LS1AD3NCE_DD6 | LS-NC 6.1
LSTAD3NCE_DD7 | LS-NCE.1
L51AD4_001 L5-NC 6.1
LS1PRA_D10 L5-NC 6.1
LS2A01-NC6_004 |LS-NCE.1

LSZPRA 010 LSNCE1

HEEEEEEEE

o!
§

"VIONE LAMBDA ® @ ®

3. Click the browse | button to locate and select NS files.
4. Click Import NS File.
When an NS file is successfully imported, it is listed in Existing NS Files.

5. Click Close to return to the Update Reference menu.
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Choosing General Settings

You can set a number of general system settings, including printer defaults and URLs and Paths.

1. Select Utilities > General Settings from the HLA Fusion main menu. The General Settings
dialog box is displayed.

P

&% Fusion Setup EI = @

HLA Fusion- 000000

General Setfing | Printer Setup | URLs | Paths |

Enable Audit Trail Logging [
Erzble Auto Update Notfication for Reference Files and Sofware [7]
Auto Donor PRA Calculation [T
Stay Current Sample After Save or Confin [T
Defautt Patient/Donor Type:  Patient -
ELISA Reader Senial Port:  COMT -
Domor Groups for PRA:

Default Startup Home Page: :
Secondary Ab: |:|
Treatment: I:I
DMA Sample Source: I:l
Antibody Sample Source: I:'

Display LABSereen MFI/SFl valuss as whols numbers in select loeations [T

|Sa1re||Clnse

BRE LAmons o 0o

Fusion General Settings

2. Use the drop-down menus, or select check boxes to make your selections on this dialog box.

3. When you have made all of your selections, click Save.

Printer Defaults

From the Printer Setup tab on the General Settings dialog box, you can select settings such as default
printer and paper size, which will be in place when you print reports or do a print screen.

1. Select Utilities > General Settings, and click the Printer Setup tab.
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s = — B
47, Fusion Setup a ‘ e |

'HLA Fusion~ 00000

Print Screen

Show print preview dialog @ Yes () No

Default printer [Seled ane ']
Paper size [Sdeﬂ one e l
Print Report

Show print report dialog @ Yes () No

Default printer [saed ane ']
Paper size [select one =)

[\ ONE LAMBDA ® ® ® -~
—————— )

Printer Setup

2. Select from the following options for both the Print Screen and Print Report panels of the
dialog box:

e Ifyou want to see a print preview or print report dialog each time you print, make sure the Yes
option is selected. Otherwise, select No.

e Ifyou do not want to select a printer each time you print, select the default printer and paper
size from the drop-down menus.

Note: This default printer configuration may be overwritten by the specific page properties of
certain reports.

3. Click Save [ 5= |.

Setting HLA Fusion Default URLs and Directory Paths

The URLSs & Paths option under the General Settings menu allows you to set the default URLSs for OLI
and NMDP websites to download reference and catalog files, and product updates. This option also
allows you to set the directory path where HLA Fusion, by default, stores catalogs, session/batch files,
reports, etc. Modifying URLSs or paths ahead of time allows you to avoid having to browse for files each
time you need them.

1. Click [Edit]on the right side of the General Configuration panel of the HLA Fusion default home
page, or select Utilities > General Settings from the HLA Fusion main menu.
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Select the URLS tab or the Paths tab.

General Setting | Printer Setup | URLS || Paths

HLA Fusion Website

\hnp J/www Onelambda com

One Lambda, Inc.. Catalog Files URL

e/ /donricad enatambda b Aray_irfo/Windows/HLA_Fusion_Catalogs/

One Lambda, Inc., Web Services URL

[rttp //inquiryform onelambd com/oli_wsve/labdata asmx

One Lambda. Inc., Serological URL

it/ /dowvrload enelambda.compub Aray_nfo/Windaws/HLA_Fusion_Catalogs/

NMDP URL

rte #bicrfomatics.nmdp erg/HLA/Alele_Codes/Alele_Code _Lits/Alele Code_List in_Numencal_Order sspx| [ ]

NMDP Download URL

[Pizp:/bioinformatics.nmdp ora/HLA/mumeric.v3.2ip

[

HLA Fusion Software Download/Update URL

[fito:7download onelambda com/pub Aray_irfo LA_Fusion_Catalogs/Dr Update_| E‘
One Lambda, Inc... Documents Download URL
[Pttp: v crelambda com. Source pdffies/ 5]

One Lambda, Inc., P, G Groups Download URL

[rétp:/7domnioad onelambda com/pubAray_info/Windows/HLA_Fusion_Catalogs/P_and_G_Group/

[

One Lambda, Inc., Tutorial Video Download URL

[Pt 7dowrioad onelambida.com/pub Aray_info/Windows/HLA_Fusion_Catalogs/Document HLA Fusion Tutor] [ — |

NELAMBDA ® 0 0®

URL’s Tab

General Setting | Printer Setup | URLs

Catalog

c\OLI FUSION'data\catalog

Sessions/Batch

[MAHLA Fusion 3.0.0- Testing

LABScreen, LABType, LAT, MicroSSP
Reports

Note: Please store the product specfic CSV files in the following subfolders.

e\OLI FUSION data‘report

Interface

e\OLI FUSION data‘export

Temp

c\OLI FUSION data'temp

Fun files for xponent flexmap)

‘M\HLAFuson 3.0.0 - Testing\Luminex xPONENT 3.1 Test

Converted HD files

‘M\HLAF\As(mﬂl]ﬂ-Tﬁﬁng\HDCmvs\adﬁﬁ

Tutorial Video

©MOLI FUSION data \HLA Fusion Tutorial

SE LAMBDA © 8 &

Paths Tab

2. Enter a URL and verify it works by clicking [ | For paths, use the browse button [ Jto locate
the directory you want to use for the specified purpose (e.g., where you want to store reports when

they are generated).
3. Click Save [ 5= |.

Activating Products

The Products Selection option on the Utilities
menu allows you to activate or de-activate the
various OLI analysis products that may be used

with HLA Fusion.

1. From the Main Menu, select Utilities >

Products Selection.

Select or clear the check box next to the

product(s) you wish to activate or de-activate.

Click OK [=<1.

", Analysis Product Selection

HLA Fusion~

Please select the product(s)

x|

Malecular Artibody
¥ LABType ¥ LABScreen
W MicroSSP I AT
IV LcT
¥ FowPRA
oKk || cancel

MNote: Please select at least one product

"VIONE LAMBDA ® ® ®

Select/Activate products
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Software Validation

The HLA Fusion software has functionality to help with the validation process required by Labs, Clinics,
and hospitals seeking to comply with GCP, GLP and GMP. Validation of the HLA Fusion software for
your lab environment for regulatory or performance reasons, can be automated by using the IQ
(Installation Qualification) and OQ (Operational Qualification)options from the Utilities > Validation
menu. Your lab may choose to run these as a standard regulatory validation process, to help troubleshoot
issues, or to provide information to prepare for a software upgrade.

IQ (Installation Qualification)

The IQ process assists you with installation qualification of HLA Fusion software by providing a built-in
function. Once the Installation qualification completes, a results report is generated, which you can save,
print or export to Excel.

Note: If your IQ results concern you, export them to an Excel file and e-mail the file to OLI
customer support.

1. From the Main Menu, select Utilities > Validation > IQ.

The validation test runs. When it is complete, a report is displayed, with the following categories of
data:

e Systems Information (e.g., operating system)

e Environment (e.g., directory path where the HLA Fusion program files are stored)
e URLs (e.g., the URL for the catalog download site)

e Database Information (e.g., name of the database)

e Number and types of files installed (e.g., dll)

e Lab Information (e.g., name and address of your lab)

e Analysis Configuration for each product (e.g., low bead count for LABType)

2. Choose to save the report, preview it, print it, or export it to Excel.
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Example IQ Report

7

HLA Fusion- 9000000

ion Queliication (1Q] Report

Ins el alion Quedilication Typ: —
=R ESrslemlli'mIﬂiul. i E

Deacription Valuc o
Operation Syatem: Windowa 7
Service Pach:
R=gion: United States
Language: Cnglisn [Lnited Siates)
Inetallation Qualification Typs |
u Datsbaze: |
Nescaplinn Valie
Fusion S0l Server SO Server 2005 5 00 50N 0N S24 Fepress Fditian
H 4 Fiminn Natahase Version 0013975
Fusicn Databasze: (loczI) FUSIONF JSION_ESmith
Fugicn Diatabase size and uszge: 4% - 167 MB of 4095 MB DB size
Sudit SOL Server: [{IAN
Jwdit Datsbaze: (TN
Audit Databaac size and uazgs: MNiA
Installation Qualibcaton Type |
=/ | Lab Irformztion: |
L Value
| Lab hame: 5V Hegional Bio-_sb =
| Iy

Repot || Bponr || P || Prevew Close

" JONELAMELA ® 9 @

Typical 1Q Report

IQ (Installation Qualification)

The IQ process assists you with the installation qualification by providing a built in functionality. This
can be performed only if you have completed the IQ process as explained above. The installation
qualification goes through a series of QA process to analyze pre-loaded batch and catalog, and compares
them with pre-defined results.

Once the Installation validation completes, a results report is generated that you can choose to save, print
or export to Excel. If the results concern you, export them to an Excel file and email this file to OLI
Customer Support.

e From the Main Menu, select Utilities > > Validation > Installation(IQ).

The validation test runs. When it is complete, a report is displayed, with data regarding the operation of
HLA Fusion in your computer environment.
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