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Introduction

What is HLA Fusion Research ?

HLA Fusion Research is a companion to One Lambda’s ConsenSys™, SSO, and Micro SSP™ products.
This software runs in both stand-alone, (on a single computer) and in network environments.

The features of this software allow you to do the following:
e Import raw data
e Manually enter reaction patterns
e Analyze the raw data and review the results in graphical form
e Easily update product information (new product and lot information)
e Search for specific data and create standard or custom reports

e Compare results to One Lambda quality control (QC) data

README Files

A README file is provided with each software update.

This file provides a list of significant changes to the software and also critical information that is not
included in the user’s manual.

Program Updates

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

You may obtain updates of HLA Fusion™ Research by request. Please contact your One Lambda, Inc.
representative for a copy of the software or see the Technical Support section for more contact
information. Product information updates, (catalog files, etc.) for HLA Fusion™ Research are available
through your One Lambda Inc. representative, or from the One Lambda website:

http://download.onelambda.com
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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 results. However, 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 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 capability of HLA Fusion™ Research is limited by the Microsoft SQL Server Desktop
Engine or SQL Server 2008. (The user must manually archive data.)

HLA Fusion™ Research assumes that data for each required input is in a standard format that has not
been modified.

The HLA Fusion™ Research analyzes a data file in one of the following formats:
.ab1 file for ConsenSys
.csv file for SSO
.csv file for Micro SSP
The data file name, (also known as a Session ID) can be up to 100 characters long and includes the .csv
extension.
The data is generated based on original, unmodified templates provided by One Lambda, Inc.

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

Technical Support

For technical support or to report software problems, contact your One Lambda representative.
From the United States, call 800-822-8824, or from 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 Research Installation Guide.
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Scope of This Manual

This manual provides information on how to import raw data and then analyze it, making adjustments
in cut-off values as necessary. 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 in another environment may need to reset cutoff values to meet specific laboratory
requirements.

From the Main Menu of HLA Fusion™ Research, you can access the three major components of
the program:

e Analyze Data
e Manage Records

e Manage Samples

In addition, you may also access the following features:
e Patient Information
e Utilities
e Help

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

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

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

Logging On To Fusion Research

@/ﬁ Double-click the HLA Fusion Research icon on your computer desktop.

HLA Fusion 3.0
Reseach

You can also open the program by clicking Start > All Programs > One Lambda > HLA Fusion
Research.

The Security Login dialog box is displayed. =0l

HLA Fusion~

User Name™ |BSmnh |

Password®: |'“““| |

Forgot User Name
Forqot Password
SQAL Server:

2005 Express Edition

2. Clickthe Log In button to open the program. Database:
(local\FUSIONAFUSION_3.0 Research
Version: 3.0.0.13925, Created on: 5/24/2012
Used: 5% - 300 MB of 6144 MB DB size
Regional Settings:
Client English (United States)
DB Server: us_englishSQL_Latin1_General_CP1_CI_AS

"VJONE LAMBDA ® ® ®

1. Enter your User Name and Password.

Note: The Database field displays the database to which you are currently connected.

Retrieving a Forgotten User Name or Password

If you forget your HLA Fusion Research password, click the Forgot Password link, and answer the two
security questions you were asked when you set up your user profile. The password is displayed when
the questions are answered correctly.

-l

HLA Fusion~ 000 (

Security Questions

What is the last name of your best childhood friend 7 * | |

What iz the name of the city you were born 7 * | |

Your Password is - l:l
[ Get Password || Close |
PWONE Lavson @ 0 0 |
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=]

HLA Fusion"

Last Name" : |Sm'rth |

If you forget your user name, click the Forgot UserName link,
enter your first and last name, and select your lab role,
(supervisor or technician).

First Mame* |

Role*: I Lab Technologist d

UseName | | The system displays the user name matching the data you
provide.

'VJONE LAMBDA ® ® ®
T

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.

HLA Fusion E =

\t:) The minimum required screen resolution is 1280 X 960, HLA Fusion software will attemp to change the screen resolution to 1250 % 960,
-

Do vaou wish ko continue?

fes Mo

Minimum Screen Resolution

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

You can select Yes to have the system attempt to make the adjustment. It will continue to start the
application even if it could not adjust the resolution. Or, you can select No and adjust it manually.

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

View 3
Sort by 3
Refresh

— Right-click on the computer desktop. Select the Screen Resolution option.

Easte shotbout

New 3

DSEI’EEI’I resolution
[t Gadgets
g Personalize

Windows 7 Screen Resolution window

= =0 x]
CT{_) . - - Dosglay = = §0 [ Sesren Control Panet L

| Fle ESt Vew Tooh Heb

Change the appearance of your display

=

Dipley: 1. LPISSWHI-TLAR

The Screen Resolution window displays.

— Select the Make text and other items larger or
e smaller.
Eernect o a jrojector (or press the BY key and L P}
N
o || e ||

1. Select Smaller sized text.

Windows - selecting smaller sized text

D Display ;IEIEI
@v E = Al Control Panel Items ~ Display = @ I Search Control Panel

| File Edit View Toos Help
Control Panel Home 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
Adjust resolution one of these options. To temporarily enlarge just part of the screen, use the

Adjust brightness Magrifier tool.
f@] Calibrate color

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

Connect to a projector

Adjust ClearType text .
Set custom text size (DPI) © Medium - 125%

See also

Personalization

Devices and Printers fipply
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File Permissions

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

e OnelLambda.Fusion. Interface.exe.config
e ReportMap.xml
e C:\OLI Fusion\

...and all the sub directories and the files in these directories.

Character Length

If you are using SQL Server 2000 and encounter a report or results that require more than 8000
characters of data, you must update to SQL Server 2005.
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User Interface

Fusion Research Home Pages

S SR EEA

Opens the Catalog
Management window

7 HLA Fusion™ (Research)
Anslyze Data Reports Data Sample PatentInfo Profle Utlites Loowpress Help Exit

e R T

HLA Fusion-

Opens the
Reference File

Opens the Anal

v

N\

Home
Products and Catalogs
Lst Update Date:  5/24/2012 Detsis] [Dewniosd] [0
LABType: - LABScreen: - Reference flle Lpdates: 0
MicroSSP: 139 LAT: - et -
CorsenSys: 9 FowPRA: -
ss0: 2 Quantiplex Beads: -
Fusion Datab:
Opens the Fusion SQL: focal)\FUSION (2005 Express Ediion ) Database: FUSION_3.0 Research Used: 5% - 300 MB of 6144 MB DB size
: Setlings: us_engish\SQL_Latin1_General CP1_CI_AS Version: 3.0.0.13925 Created on: 5/24/2012
User List o e e e
A -1-"—'-—-.__ Audt Log SQL: N/A Database: N/A Used: N/A
window 0L WA
[ Users [ Printers
Number of Users: 1 Edt] || show Print Sereen preview didlog
. Prnt Screen priner
‘ Active I; Ts::""m ['I ‘Show Prnt Report preview dislog:
Inactive: nicians: Repart printer
Ci
Navigator search setup: No Fd Auditlogging enabled: N Audi Logging Status
Defautt Patient Donor Type:  Patient
Reference files auto-downioad enabled: No Auto Donor PRA Calculation
OPerjs the - URL and fie path sstup:  Yes Stay Cumert Sampls After Save or Corfim: No
Navigator _“/ Defaut Home Page: Home
Search | One Lambda Product D
Criteria Nom Catalog Worksheet Worksheet , I
Catalog Date SrmaritaT (8.5x11) (1x17) Probe/Primer Datasheet
A SSP101 002 07 |January 2012 |Micro SSP™ Alele S...
The Fusion S5P1-03 003 07 January 2012 | Micro SSF™ Allle S L
Explorer: click SSP105 002 15 |January 2012 | Mioro SSP™ Allle S
any button to SSP107 003 10 |January 2012 |Micro SSP™ Alele S...
open the SSP1-11 002 08 |January 2012 | Micro SSP™ Allele S
corresponding Consensys SSP1-13 002 09 |January 2012 | Micro SSP™ Allele S
product | [s5P114 002 09 [danuay 2012 |Micro SSP™ Alcke 5.
i €CD11C NNt 14 It imer W17 | Minen ©CD™ Allaln ©
Status —ML userame: [5ob | | Server Name: | (oca)FUSION | | Database ame: | FUSION 3.0 Research | | Ver [ 3.0.0

ysis

Product Selection window

Notification that
new or updated
catalogs, NMDP
and Serology
equivalent files
are available.

Opens the
printer setup
window

Opens the Fusion
setup window for
general, printer,
URL’s and directory
path setup.

Green if
Audit
Logging is on,
Red if it’s off

Note: If the current page does not show updated information upon modification or downloads, go
back to the main Home page, and then return to the product home page to see the changes.

This interface is the default when you first log in to HLA Fusion Research, but you can change it.

 Fusion Setup

=I5l

00000 0

HLA Fusion”

General Settng | Printer Setup | URLs | Paths |

Enable Aud Trail Logaing [~/
Enable Auto Update Notification for Reference Files and Software [

Auto Donor PRA Cdlculation [~
Stay Cument Sample After Save or Confim [

Patient ~
[COM1 -

Defauit Patient/Donor Type
ELISA Reader Serial Port
Donor Groups for PRA

Default Startup Home Page

Secondary Ab

HFR-MAN-v3.x.x-EN-00, Rev 0
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To go to home page for one of the products listed in the bottom left area of the page, (the Fusion
Research Explorer) click the appropriate button in this area, as in this example for SSO:

S50

Or, click the KIR/SSO button on the Toolbar as shown here.

Or, click the ConsenSys Home Page button in the Fusion Research Explorer.

ConsensSys

You can also click the ConsenSys (aka: SBT) £ button which is located on the HLA Fusion Research

Toolbar at the top of the screen.

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

The 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.

Otherwise, move your cursor over the Navigator tab on the right border of the application window to

slide the Navigator into view.

The Fusion Navigator

& Product ¢ Test Date :
" Catalog ¢ Session Date

Group:

-850
: KIR040808-79_002
- ConsenSys

HFR-MAN-v3.x.x-EN-00, Rev 0

When the top of the Navigator window is Blue, it will remain open
until you click any button or control, or on various other active areas
of the main screen.
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Navigator Tree

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

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.

Mersigaior

HERAEH

Results Grouping

The sessions and samples displayed though the Navigator tool can be sorted by various criteria:
e Product type
e (Catalog (Session Name)
e Test Date
e Session Date

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

Group by Product

The Navigator displays imported sessions for each product type based on the date range and other
criteria set in the Find option.

To set or adjust the default search settings for HLA Fusion Research, do the following:

“h HLA Fusion™ (Res«
Analyze Data Reports

1. Click the Find & button on the Fusion Toolbar.
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This will open the Search Criteria screen.

=10l x|
- 'Id'%'
HLA Fusion~ 0000000
— Search Criteria — Sort Navigator :
- 8 [ Sessions
™ By Patient ID [ | [] Session Date/Time DESC
" By Sample ID [ Tray Status
) I:I [ Session Name
" By Session ID
" By Catalog ID =
Speciiici
e I Display Fields for Mavigator
% Other B2 [ Sessions
[] Session Name
. - [[] Session Date
Test Date: I ;I ] LI (] Test Date
Session Date: [3/ 12013 =[~[7/ 172013 =] [ Catalog
[] Locus Type
Session Status: |' j [] Tray Status
B2 [] Test
Catalog Type : [[1 Sample Name
[] Well Position
[[] Patient ID
[] Sample Date
[] Well Status
'VIONE LAMEDA ® ® ®

Whatever search settings you set here become the default search settings for HLA Fusion Research.

So, if you're already in the analysis mode with a certain product, only the sessions that fit the Find
Criteria you've set for that product will display.

You can choose to search by Patient ID, Sample ID, Session ID, or Other.

Other allows you to provide multiple search criteria: Test Date range, Session Date range,
Session status, and Catalog Type.

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

Note: The date range set here, in the Session Date field, is used as the default date range
throughout the software, such as in the Navigator and Reports windows. Each time you change it,
and click Find, the default changes for the rest of the application.

Group by Catalog

Navigator: Product List

When you select the Catalog option, sessions are displayed in oy, @ Pt TestDat
alphanumeric order by catalog name. € Cadlog (" Session Date

_Cli(_:k t_hg =+ sign n_ext to the product type you're interested in to display ) :giﬁlens‘ﬁ
its individual sessions.
LY P
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=} MicraSSP

The sessions displayed in blue are the ones that have not yet been

Micro SSP_20100129124028 reviewed. Once you review a session, its color on the Navigator list
Micro SSP_20100129123728 || changes to black.

Micro SSP_20030821115043
Micro SSP_20100129123533
Micio 55P_20090914130953 | Py Product.

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

Group by Test Date

Mawigator

" Catalog ¢ Session Date

wEfine

1141772012
-1 9416/2012
€8 c0080116_PRAT_LOTT1_ID
=1-9414/2012
94 021308L5M14 hnalot o_IDE
=1 9413/2012
@€ 130907_LSM_13 WECD00E_
=1 442042012
04200715 2401_004_ID 329
B8 0420071em12_01310_ID 1051
4419/2m2
843042011
411/201
24284201

F- L [

M/\/v\/\\/‘/v\/W

Group by Session Date

Mavigatar

B 0 Product ' TestDate

0jebiaey

EF-11/17/2011
-8 040Bworkshop_B_lot 910403
88 130907_L5M_13_WBCO006_ID53
§8 040Bwarkshap_DRET_lot 10_ID405
:_Y: D406warkshop_C_lot G_ID404
88 20080116_PRAT_LOT11_ID42
06-28-05 Jahn Hopking LS2_009_2
05-28-05 John Hopkins LS1_009_1
0420071sm12_013l0_ID1051
042007L52401_004_|D329
02131_LSM12_011_07_ID3214
-8 021308-L5M14 hna lot g_IDEI
S8 FlowPRA_20111117170611_FLZHD
-8 FlowPRA_20111117170441_FLISP
Py amann, 1 AR

If a session sample is listed in red, this means the sample failed in batch  [=sso
. B-88 KIR040808-79_002

analysis.

Click a sample name to display it in an analysis window.

HFR-MAN-v3.x.x-EN-00, Rev 0

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

Otherwise, the use of this tool is the same as described previously in Group
by Catalog or Group by Product.

When you select the Session Date option, sessions are displayed in order
of their creation dates.

Click a session name to display the samples within this session and a session
summary.

Otherwise, the use of this tool is the same as described above in Group by
Product, Catalog, or Test Date.

T —
@ Product ¢ Test Date
) Catalog " Session Date

Jo]RBIARR

i Group:
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Accessing HLA Fusion Research” Software Functions

Main Menu Options

You can access HLA Fusion Research functionality at any time from the Menu Bar, which is
displayed at the top of all HLA Fusion Research application windows.

Analyze Data Reports Data Sample PatientInfo Profile Utilities [AEXpress Help  Exit

See the following sections for a list of the options available under each main menu item.

Analyze Data

Each option under this menu item is a molecular product for which you can import CSV files, or
manually enter reactions and analyze data.

% HLA Fusion™ (Rese:

Analyze Data FReports
Micro S5P
ConsenSys

Any of these analysis programs can also be opened by clicking on their Toolbar Icons or the tiles for
each program at the bottom left of the screen in the Fusion Explorer.

For details, see the individual product analysis sections in this user manual.

Reports

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

% HLA Fusion™ (Research)
Analyze Data Reports | Data

oM

Fabent Genenic Typ
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Data

won™ (Research)

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

Sample

Options under this menu item pertain to importing, creating, managing, and exporting sample
information. This is also the menu to use for managing Luminex test lists and for creating sample work
lists and plate designs.

ta | Sample PatientInfo Profie Utl

Impart Sample List v
Manage Sample Info
Manage Test List
Create Sample Worklist
Create Plate Design

Patient Info

Options under this menu item pertain to importing patient and/or donor lists, and managing
individual patient and/or donor information.

ke | Patient Info Profle U
b = Impart Patient List

Ab Tracking !

i
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Profile

Profile  Utilibes

My Profile
List User

_LbProfie )

Cedect

There are options under this menu item for creating and managing your own user 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
navigation preferences.

Utilities

The options under this menu item pertain to importing catalog, code and serology files, configuring the
molecular and products you analyze, setting up your HLA Fusion Research system, and system
validation.

Update Reference File

_ Catalog Information/Management

e | Utilities LAEXpress Help Exit Demographic/allele Frequency
| | Update Reference »  CREG Information Management :
Catalog Template Assodation Epitope Information Management TEE I F‘rnducts
Set Default Megative Value
Molecular Product Configuration PH Set Mixed Product Configuration
; ) N ) )
Antibody Product Configuration R set .:nalys:s Configuration
- ICTEET NN #! Fenane Confguraton =
= gy
I Products Selection
| validation v Installation {IQ)
Switch User
Switch Database
—

Help

This menu item allows you to access the following HLA Fusion Research Software information:
e Online help, which provides guidance in using HLA Fusion Research Software.

e Notification of updates and a description of new features in the latest HLA Fusion Research
software.

e Dynamically updated Frequently Asked Questions (FAQs) about the HLA Fusion Research
software.

e The build and version number of the HLA Fusion Research Software application you are
currently using.
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Note: The online help can be accessed from anywhere within the HLA Fusion Research application
when you press the F1 key.

Occasionally, updates are made to the online help between releases of the HLA Fusion Research. To
ensure you have the most current help file, you can either check the OLI download site,
download.onelambda.com - /pub/tray_info/Windows/HLA_Fusion_Catalogs/Document/, Or you
can enable the auto-download feature from the Fusion Research default home page.

s | Help Bt
HLA Fusion™ Help Fi
HLA Fusion™ Video Tutorial ~ Shift+F1

HLA Fusion™ Feedback

- Product Update Motes
Check for HLA Fusion Updates

FAQs

About HLA Fusion™

Exit

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

Toolbar Buttons

HLA Fusion Research provides a toolbar, displayed just below the Menu Bar, with access to commonly
used functions.

e Note that some icons may not be available or enabled unless you’re on an analysis screen.

e Some icons are only enabled in HLA Fusion Research while other icons are not enabled in the
research version.

The table on the next page describes each toolbar button.
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Button

Name or Function

Home

Find

Print Report

Preview Report

Print Screen

Magnify

Reports

Show Navigator

Patient Information

Related Records

Side-by-Side Analysis

Micro SSP

SBT/ConsenSys

E B E EE P = E P E R S

SSO/KIR

Preview Report

Home Button

Wherever you are in Fusion, clicking the Home [l button
returns you to the Fusion Home Page.

Find

Clicking the Find button opens the Search Screen where you
can search by Patient ID, Sample ID, Session ID, or by
Other criteria.

The Search Screen also allows you to modify the Navigator
session sort and display criteria.

Print Report

From any analysis window, you can click the Print Report
button to display a list of the reports that you can print. The
reports you see listed are specific to the product you are
currently analyzing.

If you have set a default printer for your system, (configured
through Utilities > Printer Setup) the selected report is sent
directly to the specified printer.

Otherwise, a dialog box is displayed from which you can select a
printer.

From any Analysis Screen, click the Preview Report 2] button to display a list of reports you can
investigate before printing. The reports listed are specific to the product you're currently analyzing.

The reports are displayed in a preview window.

e Use the Print and Export buttons in the preview window to output the report in
the selected format.

e Click the Close Xl button at the upper right of the screen to exit the preview window.

HFR-MAN-v3.x.x-EN-00, Rev 0

28



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

Print Screen

From any Analysis Screen, click the Print Screen [£] button to open a new window containing a
screen shot of the entire Fusion screen display.

Click the Print = button, (top, left corner)to send the screen shot directly to the printer.
To close this window, click the Exit X button or the Close button.

Magnify

From any analysis window, click the Magnify [*%| button to activate the magnifying glass and enlarge
any section of the window.

ISR
o EEEE]
mes— — e Use the arrow keys on your computer keyboard to
AXM0103 ] increase or decrease the height and width of the
A*0M0104 - magnified area.
AEDM02 ] e Click anywhere on the screen to deactivate the
401073 1 magnifying glass.
AMU:‘
A108

Reports

From any screen, click the Reports =4 button on the Fusion Toolbar to open the Reports Screen.
You can also click the Reports == button located in the Fusion Explorer at the bottom, left of
the screen.

The type of available reports listed will
depend on the product and nature of
analysis you're conducting.

Please see the section on Reports for
detailed information.

Redquired: Carefully review ol HLA Typing and data in all réports for acouracy.
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Show Navigator

Click the Show Navigator ' button if the Navigator tab, normally Growdy: @ Obo %-
displayed on the upper right side of the application window, is not o 2
visible. Micio S5P_2003090814402
W& Micro SSP_2009090812392
i is di i = 850
O_nce the Nav_lgator tab is displayed, you can move your cursor over itto O iR e
slide the Navigator panel open. When the top of the Navigator window 020206_KIR2_G3_ID379

is Blue, it will remain open until you click any button or control, or on
various other active areas of the main screen.

Patient

From any analysis window, click the Patient 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.

)
General Info | HLA Tests | Creatinine Tests | D: 2 Mame: Bloodstone. Henry
I” Enforce 1SBT fomat for Patient/Donor ID ™ Archived
[~ Patient/Doror Info
Patient/Danor Flag Donor 2 State /Province Rl Blood Type 0 2
Famiy 1D Eloodstone Country UsA 3l + =
First Name * Henry Postal Cade 5330 Status l—;[ I:l
S — NNE
Middle Name K Regmn TIE"SP‘EH( TYDE ,ﬁ El
Last Name * Bloodstone Phone [@12r788-1765
- T From Other Facilty T
Bithdate T2 < " Faciity Name ]
Work [G12r7es-1765
Gender & Wele € Femse © UNK o Dengr nfa
Fax [Gi2r7e7-1222
Category Group & Human € Animal T Living unrelated =
Emal Adcress [Rbloodstone@msn com =
Include in Donor PRA 7
SSN 031-00-1587 Employer Headine Publishers
Btricey e | R Doror Group ™
Add
s oz Frmmn MARROW Transpiart
Hosptal Name: [TRINITY Hosptal
[~ Spouse Info Associate Donor IDs &
Spouse Name [Sheilvicoius i
fonship
Emergency Cortact  [Sheivieains Donar 1D i ‘ Comments
Blood Type [
Phone (3127878009
I Edit / Update ‘|<|<|>|>|| ‘ Add New HEzpmHDdaeH Print Hl'ladaeNIdEHSave Hﬂnse‘
{VJONE LAMEDA ® ® ®
_—_—

Patient/Donor Information Screen

Related Records

. . . . . =
A related record is a sample that is associated in some way with the Goup: @ Prodict O TewDas |2
current sample or patient. € Catslog (* SessionDate |8
. . . =550
From any analysis window, click the Related Records = button to - E88 KIR040808-73_002
. - ISR oo o S
load all records related to the current sample into the drop-down list [ rebtedrecorss [y |
in the Sample ID field. Use the sample navigation arrows to display Side By Side Analysis
the analysis of each related record one-by-one. PUZSTT
@) H026575-1
) A026579-1

To exit from the related records mode, click the <<Summary link
next to the Sample ID field near the top, center of the screen.
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Note: This function can also be accessed by right-clicking a sample in the Navigator. See the
product-specific sections of this manual for more information about using this feature.

Side-by-Side Analysis

From any analysis window, click the Side-by-Side Analysis button to compare the current sample
analysis with previous analysis sessions for the same Sample ID.

Select a previous sample analysis from the displayed list to compare to the current one. The two
analysis windows are then displayed together in a comparison window.

Each window can be resized and moved by dragging and dropping. Click again on the Side-by-Side
Analysis button to cancel the comparison display.

Current _|
Analysis

Previous _J.-
Analysis

Pk Al Fars Prassdie Al Lk i ey
e Saletim Bt darigmet

M Pery JP 0NV 5B 200§ LR SR febn ey O Vol Bl 108 10901 Py

Note: This function can also be accessed by right-clicking a sample in the Navigator.
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Product Data Analysis

Click any of the Product Data Analysis buttons to display the product home page, import a session
file, manually enter a session, or select from the Navigator list of already imported sessions for that

product.

Remember that you can also access any product by clicking on it in the HLA Fusion Explorer at the
bottom, right of the screen, or by clicking on Analyze Data on the Fusion Menu Bar.

Fusion Explorer Analyze Data Drop-Down

J JI “» HLA Fusion™ (Research
B Analyze Data Reports Dat

Q Home i

= Micro S5P 5

! ConsenSys

) e EY

339) ss0 Quantiplex Beads

ConsenSys

? Quantiplex Beads
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Sample Navigation

The Sample Navigation tools, (only accessible from the analysis windows) 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 to the right.

First Previous Next
Sample

Sample ID Sample Sample

Last
Sample

ca ADZ6396-1

KIR040508-75_002
Current_ KIR D409

Sample

ES : AQ265471 05/24/2012

PD1

Well | Sample Patient | Carrmlnilinn — Catalog ID | — | ImgtVer I;

A9 AD25055-1 0512412012 KIRD40908-79 002  RSSOKIR_004_04 230 I

BO T AG26293 7 0872412012 KIRDA0908-79 002 RSSOKIR_004_ 04 330
0512412012 RSSOKIR 00404 330

RSSOKIR_004_04

RSSOKIR_004 04

F9 AD26575-1 05242012 KIR040908-75_002 RSS0KIR_004_04 230
G3 ADZEETE1 05/24/2012 KIR040908-79_002 RS50KIR_004_04 230
Ha AD26581-1 0B/24/2012 KIR040908-75_002 RSS0KIR_D04_04 230 =

40
30

Clicking on the drop-down “larrow displays the samples within the current session.

Selecting a sample from this list in the Sample ID field makes the selected sample active in the analysis
window.

Alternatively, you can use the Forward and Back Arrow 4 € & Pl buttons to select different
samples.

At the top of the main analysis window, click the word <<Summary to return to the Summary Screen
for the current session.
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ConsenSys Analysis

HLA Fusion™ Research ConsenSys Analysis uses sequence-based typing techniques, (SBT) to analyze
sequence data and to determine an HLA typing. The software aligns sequence data generated by an
ABI sequencer with IMGT/HLA data and assigns allele typing based on sequence similarity. The
software also normalizes the electropherogram (EPG) so peaks are uniform in height, this enables the
quick and clear detection of polymorphic SNPs and the correct HLA type is automatically identified in
most cases. Through the sequence navigator, the end user is guided through all sequence mismatches
which require auditing. Auditing each nucleotide mismatch will refine the final assigned allele typing.
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Overview: ConsenSys Analysis

HLA Fusion™ Research analysis uses sequence-based-typing techniques, (SBT) to analyze sequence
data and determine an HLA typing.

To begin a ConsenSys™ analysis session, you build a session using Sample IDs or Ab1 files. This
information can be saved as a Plate Record for later use. You can also analyze Ab1 files directly.

Base mismatches or close base calls are flagged by the software and must be resolved by the user.
From the Analysis window you can:

e View the electropherogram, (EPG) results

e Add sample comments

e Flag a sample for more testing

e Accept, edit or audit base calls

e Compare sequence data against IMGT/HLA reference sequences and the EPG interpretation
algorithm to automatically assign HLA alleles that match your data.

e Utilize tools to audit, manually edit, compare, and report HLA allele assignments.

e Improve SSO results significantly with the combined analysis feature using SBT data.
Analysis Objectives:

e Audit all polymorphic bases and confirm all base assignments.

e Audit and edit all mismatches and heterozygous bases to obtain the best-matched sequences
for heterozygous alleles.

e Evaluate and confirm final allele assignments.

Note: Before beginning, make sure you have the most up-to-date serology. On the Fusion Research
Menu Bar, click Utilities > Update Reference > Update Reference File. Select Update Serology
Equivalent and click the Import Serology button. Also make sure you have updated the ConsenSys
reference files.
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Define the File Naming Convention

With HLA Fusion™ Research, you can define and specify the file naming rules to be used with
ConsenSys:

1.  On the Fusion Research Menu Bar, click Utilities > Molecular Product Configuration >
Abl Filename Configuration.

The Abl Filename Configuration screen opens:

>, Ab1 Filename Configuration 3

HLA Fusion® 000

—Ab1 Filename Format

I ISampIejl_ ILDCLIS jl_ IPrimer jl_ I‘Nell jl_ IOther j Default

BExample: Sample_B_2F_AD1_Other

i Locus Name Fomat

[ A T = [ cw [ DRB1 | DRBMS | KR | ‘ Default |
JA |6 [Cw |DRE |DRB245  [KIR
[ opet ] oPa1 | DoBt | DoAT | mca [ mce
|DPBT |DPAT |Dae |DaA [MICA [mice]
-Sa\fﬂ -Close

'VJONE LAMBDA ® ® ®
S —

When defining the Abl and Locus file naming configurations, remember that the Sample ID name
must match between LABType and SBT sessions for combined analysis.

For example:
“SampleName_BLocus_2F"
Or...
“SampleName_HLA-B_2F”
Another Example:
TEF401 in a LABType session
TEF401 DRB1_2F inaConsenSys session

Remember to only use an underscore “_” in sample names. No spaces or other special characters
should be used.

2. Asyou make changes to the Ab1 file configuration, Fusion Ab1 Filename Fommat
displays an example of what a Sample ID might look like
using the new configuration:

3. Click the Save button to retain your file naming rule Lo o —
selections. = T e T . T oo
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Update Serology Equivalent and Catalog files

To analyze SBT data, first make sure that you have the most up to date serology and ConsenSys™
catalog files.

To update serology files:

1. Click: Utilities > Update References > Update Reference File
Select the Serology equivalent radio button.
3. Choose the appropriate Sero_equivalent file from the list on the right side of the screen.
a. Ifaserology file does not appear in the window, navigate to it by using the directory tree
on the left.
4. Select the appropriate serology file
5. Click the Import Serology button.

i

Serology is up to date.

After successful serology file importation, you should see this
message:

6. Click the OK button to close the confirmation message.
Click the Close button when you're done.

~

To update ConsenSys™ file catalogs:

1. Goto Utilities > Update References > Update Reference File >
Select the ConsenSys radio button.
3. Ifthe ConsenSys™ catalog file(s) are not listed, navigate to it by using the directory tree on the

left.
4. Select the ConsenSys™ catalog files to import.
5. Select Import ConsenSys button. [armer R x|

'0‘ The SBT reference is updated successfully,

After the catalog files have been successfully imported you
should see the following message:

6. Click the OK button to dismiss the confirmation message.
7. Click the Close button when you're done.

HFR-MAN-v3.x.x-EN-00, Rev 0 37



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

Starting a Combined Analysis Session

Note: If analyzing LabType" data in combination with ConsenSys" data, make sure that the database
linked to HLA Fusion” Research matches the database used to analyze SSO data in HLA Fusion”. If
the database names are different you will not be able to link SSO and SBT data. Nomenclature
updates between SSO and SBT analysis must also match.

1. Click the ConsenSys home page button...

Consensys

...or the ConsenSys Toolbar il button to open the ConsenSys Home Page.

HLA Fusion- 00000 OGO

— ConsenSys Products and Ref: Files

Last Update Date: 6/4/2012
Active reference files: 9

Download]
Reference file Updates: 0

 ConsenSys Configuration

Ab1 File Name Format: [Eeit]
Sample_Locus_Primer_Well_Other

Locus Name Format:
A B Cw DRB1 |DRB345| KIR | DPB1 | DPAT | DAB1 | DQAT MICA I MICB |
A B Cw DRB1 |DRB34:|KIR DPBE1 |DPA1 |DQB1 |DQAT |MICA IMICB

[~ ConsenSys Product Detail -

Locus | Nomenclature Date IMGT Version Download Date
_ JANUARY 2012 370 6/4/2012 10:59 AM
B JANUARY 2012 370 6/4/2012 10:59 AM
c JANUARY 2012 370 6/4/2012 10:59 AM
D45 JANUARY 2012 370 6/4/2012 10:59 AM
DPAT JANUARY 2012 3170 6/4/2012 10:59 AM
DPB1 JANUARY 2012 3170 6/4/2012 10:59 AM
DOAT JANUARY 2012 370 6/4/2012 10:59 AM
DQB1 JANUARY 2012 370 6/4/2012 10:59 AM
DRB1 JANUARY 2012 370 6/4/2012 10:59 AM

ConsenSys Home Page

The ConsenSys Home Page displays important information concerning your ConsenSys products and
reference files, and the Ab1l File Name Format being used.

2. Next, click the Manual Entry button located at the top, left ConsenSys
corner of the screen. Manual Entry ‘
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When the dialog box for starting a ConsenSys Manual Entry session displays, you'll notice that Fusion
has already assigned a session name.

e The Analysis Session Name: You can rename the session if you prefer. Remember that the
Session Name must be unigue within Fusion Research.

]

HLA Fusion* Y XN X

| Create New Session/Tray |

Enter name of analysis session™
ConsenSys_20130608033054 |

| Analyze Ab1 Files |

Test Date: |

1/17/2013 | |

‘}‘::JNE| AMBDA ® & ®

Start Manual Entry ConsenSys Analysis

e The Test Date: You may accept the current Test Date, or select a different test date by
clicking the Down Arrow =l and selecting another date from the pop-up calendar.

3. You have the choice of creating a new session/tray or open existing sequencing samples.

To create a New Session/Tray:

Click the Create New Session/Tray [ =se New sessonteay | [y jtton,
A new window is displayed to allow for subsequent session/tray information.
4. Enter all required information in the fields at the top of the window.

5. Click the Start Analysis button at the bottom of this screen.

Session Tray/Information Window

Attt i || mossesn St Anatyus | | Cancel
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The ConsenSys analysis window is displayed.

Adding an Ab1 File

1. From the Session/Tray information window, click the Add Ab1 File button at the bottom. The
file import window is displayed.

2. Browse to the folder on your computer containing the Abl data file(s) you want, select the file,
and click Open. The imported Ab1 data file(s) will be displayed on the right side of the
Analysis window.

....-. |= << | =2 =|  |Allele Fiter [ Reanalyze ;\ctept Save P

,h”m m dore Tests | Comments | "= | QuickReport|  Close

1

CHCCCTCCGTGETCCCGGCCCGECCCCGGEGAGCCCCGCTTHTCTCA-GTGGGCTA
E*070201 B*070201 0 CTCCCTCCGTGTCCOGGLCCGGCCGLGEGGAGCCCCGCTTHTC TCA-GTGGGC T
Er070201 |E*070202 10| APG30 B 2 F »>

B+070201 |B+0704 10| L: 873 C: 2003 |" ;‘. |‘.‘, | | Fl f
E*070201|B*070501| 10 G: 1888 T: 1832 i I ‘\ | f Il
E*070201 |B*070503 10 'I‘ N “' I“ \ }I | \I L

Note: You can select and import more than one file at a time by holding down the CTRL key.

3. Click the Start Analysis button to analyze the Ab1 files.

The ConsenSys Analysis window

The main ConsensSys screen is divided into four general areas:
The EPG Navigator, (moveable)

An exon-specific summary

The EPG panel

Allele Typing Result Pane

A w N

=181 %)

o] o e ]
-mmm“lmwl1 o |
Mer e T metnF

—
wom 1 [zﬁ— e o oS Exon [Bxom 7 |
1T II III I I LI
|*1 3 _A03
9016!2!063.5:17)\363
Filver Lise Moz Applied) i & 2

Allele 2 His | Differences mmwtmmqunmmmmwmmnwammnm mmmxuzmmmo@

e | | e e CTCACCGAST T GGCEACCC TGO G GO TACTACANCC ACAGC GRGGCD
‘ nué

T T th |||H tIiII"I ||| 1111 llIIiII'I I'H“iJIH DR ||IH|II
I |lﬂjhrllllllilllll ll |II lllJllll II "ll "Iil |||i||| ll ||hl- | I | I I“J II I I'||| |||I IIrl‘lilIIII |||I|F|Jll 1] |Jl|i||ll|'||
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The EPG Navigator

Deactivate .
and undo Click to ngerate a
all edits Insert quick report
Click arrowsto madeto comments Accept with EPG Save auflit
navigate through EpG forasample  base call peaks and typing
Nucleotide Caller the EPG
Select/ < o p =] o Quick Repart Save >3
navigate '
betwgeen |I 9016 [ mmera =] 253 =] Base Full Report Close
samples NIEIE Conhrm | Mo 15 [y y List
/ * ~
Close the
Add or Display ~ Select/  Clickto N“"‘?‘ft'de Marks sample Click to Opens  window
remove orhide  navigate navigate position for more tests display a list the
SSO confirmed between between and of shortcut  Reports
assigned allele pairs loci LabTypeand mismatch key Menu
alleles in the ConsenSys  navigator combinations
result pane

Sample Navigator

I|l 3016 =|

If several samples have been imported, click the drop-down arrow to select a specific sample for
analysis.

Allele Filter

For combined analysis: if checked it will filter alleles based on SSO typing. Unchecked, it will give only
SBT results.

=
Aliele GC% WARNING, This wil restore the sllele fiter for
‘-.\ /.-‘ 9016, The sample will be retested against
I # = the filtered allele list. Please confirm this action.
o |
fwran 1

When the check mark is in place, the Allele Filter will retest the sample against the filtered allele list.
Remember that inserting a check mark will re-analyze the sample and all the edits that you’'ve made
will be deleted.

=

A Please note, all user edits will be deleted,
¥ Do you want to continue?

For your protection, Fusion Research will display a message asking you to
reconfirm your decision to use the Allele Filter with the sample.

‘fes No |
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Confirm Filter

Contirm
Filter IF

_L'l'_:.nnn;

The Confirm Filter will either display or hide the confirmed allele pairs in the result pane.

Nucleotide Caller

Use the Nucleotide Caller to audit sequences that need modification by selecting the appropriate
nucleotide.

e Click the Plus k=i button to place an insertion marker

e Click the Minus & button to insert a deletion marker

Electropherogram Navigator

Move to the Move to the
beginning of end of the
the sample. sample.

Move to the Move to the
previous next
nucleotide. nucleotide.

LABType/ConsenSys Selection

- ™ I e I
El |l IMGT/A 'I |_2 Use this drop-down control to switch between LABType and ConsenSys

I—_ISE‘T +| mg analysis.

LIl W

T
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Loci Navigation

| —
mmera 7]

| T—

Click the drop-down arrow to navigate between different loci including, IMGT/A, IMGT/B, IMGT/C
and IMGT/Cw.

Nucleotide position/Mismatch Navigator

<< | == | =1 | HEg
S ol
| -

The number displayed indicates the currently-selected nucleotide as displayed on the
electropherogram, (EPG) pane. Use the drop-down to navigate to a critical mismatch with a
highlighted allele pair.

Reanalyze
=
I@I Please note, all user edits will be deleted.
F‘.EEr‘Iah'ZE A &' Do you want to continue?
— E
m— No

Clicking the Reanalyze button will perform a new analysis on the sample, but it will deactivate and
undo any edits you've made to the EPG for this sample.

Fusion Research will ask you to reconfirm the new analysis before proceeding.

Comments
[comments and varmen ————————————————————— )
Enter sample comments here:
J REGNdlyZe T
ﬂ Comments
i
Koaslish

Clicking the Comments button will open the “Comments and Warnings” window. Any comments you
add here will be saved with the sample.
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Note that the Comments and Warnings window becomes read only after the session is saved and the
Confirmed == | putton is pressed.

More Tests

Uld‘:ﬁj

L]

ﬂ More Tests [V

A check mark placed here indicates that you recommend that additional tests be performed on the
sample. The More Tests column for a sample on the Session Summary Screen will indicate True if a
check mark is placed here.

. - e e e e
Key Llst S Set current position to G + T.
X Set current position as unassigned.
= <TAB> Confirm the base call at the current position.
— .
E + Place an insertion at the current position.
- I Comments Place a deletion at the current position
e Navigation
I IV Key List - Move the cursor left one base.
_[\ <CTRL-+ Move the cursor to the previous marked position.
& <SHIFT>+'+" Move the cursor to the first sequenced base.
‘E = Move the cursor right one base.
Ly

=l

After you click the Key List button, a pop-up window appears which displays a list of shortcut keys
and key combinations which can speed up and simplify editing, analysis and display navigation. The
following chart lists some of these keys.

Shortcut Description Shortcut Description
TAB Confirm the current |UB <':ode call a'n'd K Set the current IUB code to K
move to the next unconfirmed position
A Set the current IUB code to A M Set the current IUB code to M
A+Shift key | Show/hide the A trace R Set the current IUB code to R
A+Ctrl key | Toggle the amino acid translation view S Set the current IUB code to S
C Set the current IUB code to C \Y Set the current IUB code to V
C+Shift key | Show/hide the C trace W Set the current IUB code to W
G Set the current IUB code to G X Set the current IUB code to X
G+Shift key | Show/hide the G trace Y Set the current IUB codeto Y
T Set the current IUB code to G + Add an insertion marker at the current position
T+Shift key | Show/hide the T trace - Insert deletion marker at current position
B Set the current IUB code to B F Open the sequence find dialog
D Set the current IUB code to D | Show/hide trace information
H Set the current IUB code to H [ Step back through the sequence primer layers
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Accept Base Call

You can individually accept the close base calls determined by HLA Fusion™
Research. After you accept a base call, you are moved to the next marked base
position.

Accept
Base

R

From the Analysis window:

e Click Accept Base button to accept the computer-suggested base call and move to the next base.

When you click the Accept Base button, Fusion Research highlights the mismatch in green on the
EPG.

Quick Reports
Print Options S|
} [rz= IAII j Name: 9016 IMGT/A 3.7.0.0 2012-01-12
Quick Report - Allele 1 Allele 2 Mis
£gion: 2%02:01:01:01  A%02:01:01:01 0
o o | 2%02:01:01:01  &%02:01:01:02L 0
- o &8 Cancel_| 2%02:01:01:01  B%02:01:01:03 0
2%02:01:01:01  A%02:01:04 0
2%02:01:01:01  A%02:01:05 0
2%02:01:01:01  A%02:01:06 0
2%02:01:01:01  A%02:01:08 0
107101z 103 10 )

Unlike a Full Report which opens a secondary Reports Menu, a Quick Report, (see sample) generates
a more minimal report with sample name, date, EPG peaks and basic allele typing results.

Click the down arrows to select the Locus and Exon region(s) to be covered by the quick report and
click the OK button. Place a check mark in the EPG check box if you want the EPG peaks included.

£
Genotyping |
 Filters:

Samples A1 =l
Loaus:  [IMGT/A =
~Full Report:

 Sample:

Match Summary -

[ Sortby:

" Sample Name

Full Reports

 Locus

- Summary Options

[ nvop I~ Full+Part

R REpOTT |

Full Report I\I Clicking the Full Report button
b opens the Reports Menu.

The Reports Menu allows you considerable flexibility in

Layers:

[Empty B
Mismatch List -
Electropherogram List -

I~ Brief

Audit Options
’717 Save I¥ Confim

[V Differences

Ll

[eit ist

[Empty B

[~ Additional

Mismatch Limits:

0 or |Best +1 2

Simple List: Table:
- C [V Alleles

Output Format:
" Text ' Excel
XML I Page Breaks

Report

sorting, summarizing and filtering the presentation of b | _upiom
report data.
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Filters

Sample - Filter genotyping for all samples or for a specific sample.

Locus — Display genotyping for all samples, or for specific loci, (i.e.; IMGT/A, IMGT/B,
IMGT/C or IMGT/Cw.

e Sortby
Sample Name — Present genotyping results in alphabetical order by Sample Name.
OR

Locus - Genotyping results will be ordered by locus.

e Summary Options
NMDP — The Default Setting
Brief — Does not include the Summary or exons

Differences — Includes exon information

e Audit Options
Save — Was the analysis saved?
Confirm — Need info here

e Mismatch Limits

Here, you can set the allowable mismatch limits from zero to “Best Only,” “Best +1,” or “Best
+2,” etc.

e Sample List or Table format

Here, you can specify if you want the report formatted as a sample list, or as a table — with or
without alleles listed.

Sample: Full Report as a text file
—loix

Fie Edit Format Vien Help

Output Format aug 09 2013 09:48:06 =

Created:

sample: 1073 SBT

Text — Creates a file saved in a text, keference:  TMGT/A 3.7.0.0 2013-01-12

No allele pairs in the reference library are compatible with all the observed sequences.

13 11 Please view the mismatch report for more information.
(-txt”) format.

SBT Layer
939 bases between Exon 2 1 and Exon 5 117
Mean BCS: 6

Excel — Outputs the full report as a bass: 1073 A 26 8675 503003

- “ ” Pass: lozZ_A_ZKEfBZMiX_BOZ_OOZ
spreadsheet in the “.xIs” format. e e
Pass: 1073_A_4F_15672MIX_B03_003
Pass: 1073_A_4R_14488MIX_B03_003

: : 1073_A_5F_14437_B03_003
XML —_ Formats the report 18] the Pass: 1073 A 3R le33aix B03.003 —
GCTCCCACTCCATGAGGTATT TCTWCACMTCCGTGTCCCGGLCCGGLCGLGGGGAGCCCCGCTTCATCGCCG

Extens | b I e Marku p Lang uage knOWn I TGGGC TACGTGGACGACACGCAGTTCGTGCGGTTC GACAGCGACGCCGC GAGCCAGARGATGGAGCC GCGGG
1 ICGCCGTGGATAGAGC AGGAGGGGCC GGAGTAT TGGGACCRGRASACACGGAATRTGAAGGCCCACTCACAGA
€ TGACCGAGCGAACC TGEGGACCC TGCGEGGE TAC TACAACCAGAGCGAGGAC GG T TCTCACACCATCCAGA

m O re S i m p Iy as X M L . KGATGTATGGC TGCGACGTGGGGCC GGAC GGGCGC TTCC TCCGCGGGTACCRGCAGGACGCYTACGACGGCA

AGGATTACATCGCCC TGAACGAGGACC TGCGC TC T TGGACCGC GGC GGACATGGCRGC TCAGATCACCMAGC

AAGIGGGAGRCGGYCCATGMGGC GRAGCA GGGCCGETGCGTGGASKGGCTCC
Y AACGGG, G, C;
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Page Breaks — Inserts page breaks to separate report data over many pages.

e Full Report Section

Sample — For either of these two data options, your choices are to leave the sample section
empty, match the sample to the Summary and auditing.

Layers — This section allow you to select up to four fields with the following data: The
electropherogram list, by sequences, Edit List and Mismatch List.

e Additional Information

These extra fields located at the bottom, left of the Report Menu allow you to insert
supplementary information about the analysis.

After making your selections:
1. Click the Report _feeet | putton.
The Select File window opens.
Select a directory or folder location to save the report file.
In the File Name field at the bottom, left of the screen, give the report a unique file name.
4. Click the Save __s*_| putton.
The previous Reports Menu screen opens.
5. Click the Done __®=_| button to close.

Click the Update _wit | putton at the bottom of the Reports Menu and Fusion Research will
remember the format and criteria selections you’ve made for use in future reports.

Save > >

Clicking the Save >=> button stores the results of your analysis to the database.

Confirm >>

Confirm ==

The Confirm >> button becomes visible only after you’ve clicked the Save>> button.
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Close

Close

Clicking the Close button exits you from ConsenSys application, but not from Fusion Research.

Exon-Specific Summary Pane

i Magenta color
Exon sites indicates a mismatch

Exon

Xon 2 on 3 Exon ¢ }
9016 A JF 8678 _L5-3 2 A03_ 001 femm " L """""""

16 A 2R 8682 L5-3 2 A03 001

CGTGCGGTTCGACAGCGACGCCGLCGAGCCAGAGGATGGAGCCS
Left arrow 9016 2 oF a7 ls 2 nos

S e

Indicator [ GTGCGET TCEACAGCEACECCECGACCCABAGEAT GRAGCCRY
sequence << 9016 A 411 8682 153 2 203 001

AR

* Numbers located at the top left corner indicate each exon site.

e Aright pointing arrow indicates a forward sequence.

e The length of the line indicates the coverage of the sequence.

Exon 2
90l1e A 2R BeB2 L5-3 2 A03 001
S0l1e A 2F Be78 L5-3 2 AO3 001

Right arrow direction
indicates a forward sequence

e A left-pointing arrow indicates a reverse sequence and its length indicates the coverage of that
sequence.

e The short, magenta-colored vertical bars indicate positions that require auditing. These are
polymorphic nucleotides sites that could change the final allele pair assignment.

e The long vertical bar indicates your current position within the EPG pane.
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Exon Summary Pane Right-click Options

61l...nnnn. Tl.eennn. 8l.......

Set Start Base: Ignore all bases left (in the 5’ direction) from the current  fediere I £ SRy g
cursor position, (this is effective only for the exon where the cursor is CCCGCTTCATCACAGTGEECTACGTGEACEA]
placed). This function is used to trim bases that are not interpretable. All S 1

unique sequence polymorphism that exists will also be ignored and
possibly result in more alleles assigned.

QT |'\
| Less sensitivity I“. ‘| |

Set End Base: Ignore all bases right (in the 3 direction) from the current  [57°7"7 renames [
cursor position, (this is effective only for the exon where the cursor is 1 | || |
[

Deactivate EFG

placed). This function is used to trim bases that are not interpretable. All |‘| |‘ H'"'|
unique sequence polymorphism that exists will also be ignored and | ||'|"
possibly results in more alleles assigned. ‘

Less Sensitivity: Forces a reanalysis of an EPG after reducing the detection limit.
This function is very effective for improving the base call accuracy of data with
high background.

More Sensitivity: Forces a reanalysis of an EPG after increasing the detection limit.
This function is very effective for improving base call accuracy of data with low
signal.

Reanalyze EPG: Re-analze EPG and discard all edits made.

Deactivate EPG: Remove the EPG from the analysis completely. Useful to ignore poor
guality extension data.

The Reference Sequence displays a magenta highlight around bases that differ between the
reference and consensus sequences.

These bases need to be individually viewed and accepted or edited.

e Blue highlights between the reference and consensus sequences indicate the location of
manually-edited bases.

The ConsenSys Sequence is the combined consensus between both the forward and reverse primers. It
displays any manually edited bases.

® A Green highlight on a base in the Consensus Sequence indicates an accepted base.

¢ Hold down the Shift &= | Key and use the Up .t and down arrow keys on your keyboard to
change the size of the electropherogram.

® Right-click an electropherogram to display a pop-out menu with more options.

Note: Press the letter “Z” while viewing the EPG to magnify the area where the position indicator is
located.
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EPG Panel
s | Click and drag
ample name .
(>> indicates forward) to scroll quickly
Nucleotide
iti n*al ....... -21...... b-11........ B 11........ 21........ 31........ 41...... S1l........ 6l........ Tl 81
pos o lzeceaYYCeTEECCCTEACOEAGACCHGGECRGSCTREC C RRRNTRYTTS] ST 5C (= [BAGMYCY] C D |SYMCGTH

Combined forward

GCTCTCACTCCATGAGGTATTTCTTCACATCCGTGTCRCGGCCCGGCCGCGGGGAGCCCCGCTTCATCGCAGTGGGCTACGT)

& reverse sequence

er“CRJ. CCGTETCCCGECCCGECCGT CCCGCTICATCGCAGTIGGGCTIAC

. . U716 & 2F 5675 Lo-5 2 205 001 53] . )
Nucleotide signal __frserer—ree ML l U
intensity : 1091 T: 1058 | | | |‘| ‘ | |" ||| ‘|‘| I \‘I“ ‘l
LUV VLUV | LAY
A SCTCTCACTCCATGRBEEATTICITCACATCOGTGTCCCE0C0Caa00AC CCCGCTTCATCRCAGTGRECTACE
Nucleotide < S016 L 2R EEE2 L5 3 2 ROS 00T
. —_— T DO ol 1 TITRITIINY T
average signal—*' =** = 77 Ll Al i | ‘I LR A LN M , AAEAAAG A AARRAAA L
h . |
intensity et UL A AR AU '\'ulﬂjl ! ulll I |[ “. Lt

Sample name
(<< indicates reverse)

Allele Typing Result Pane

Filter List (Applied)

EPG

Mis

Allele 1 Allele 2 Mis

A*29:02:01:01 |A*69:01 0|
A*29:02:01:02 |A*69:01 0
A*29:02:07 A*69:01 0|
A%29:26 A*69:01 0
A*29:02:02 A*69:01 -
A"29:02: A"69:01 1

HFR-MAN-v3.x.x-EN-00, Rev 0

Differences

Possible Allele match for 1 and 2

Indicates the number of
nucleotides that have a
mismatch in the sample
sequence to the reference

Differences

Exon number where allele
pair sequence differences are
located with respect to allele
pair on the top of the list.

Reference
sequence
for loci

Forward
sequence
read

Reverse
sequence
read

EPG
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EPG Pane

The EPG pane is the visual representation of the sequencing reaction. Here you can view the base call
and edit any mismatched base calls in the EPG navigator.

Filter List (Not Applied)

Allele 1 Allele 2 Mis | Differences

A=02:03:02 2%02:97:01 0

A*02:03:02 £%02:97:02 0 “—
A=02:03:02 2%02:101:01 0| Exon 3

A%02:03:02 2%02:101:02 0| Exon 3 Click and
A*02:03:02 A%02:102 0| Exon 3 drag to scroll
A=02:03:02 B=02:102 0| Exon 3 d
A%02:03:02 B%02:105 0| Exon 3 up an
A%02:03:02 A*02:110 0| Exon 3 down the
A*02:03:02 A*02:111 0| Exon 3 Allele Pairs
A=02:03:02 B=02:112 0| Exon 3 List
L*02:03:02 B*02:117 0| Exon 3 :
A=02:03:02 B*02:118 0| Exon 3

A%02:03:02 B*02:121 0| Exon 3

A=02:03:02 2%02:130 0| Exon 3

A%02:03:02 B#02:131 0| Exon 3

A%02:03:02 2%02:132 0

Edit Base Calls

Assignment Buttons

Any base call can be edited. The base assignment button is
highlighted for the currently selected base. More than one base ......
can be selected at a time and the corresponding base code is

displayed. If no bases are highlighted, an asterisk (*) is
displayed in the consensus sequence.

e Select a base and click one or more of the assignment buttons to change the base assignment.

Navigating the Alignment Screens

The alignment screens were designed to give the end user all the tools necessary to:

e Analyze sequence data between samples

e Ascertain quality

e Check against IMGT/HLA reference sequences for allele pairs
e Check against all IMGT/HLA alleles for the loci of interest.

Use the Ctrl key plus a Bracket key, + [ or[ed + 1) to navigate between the various alignments:

Sample alignment

Sample Base Call Score alignment
Allele pair alignment

Reference allele alignment

HpwnN e
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Sample Alignment

Four samples were imported into this
session.

TGA55.A1. T, ACATCOGTG, CCCG, C0CG. CURCEass. .CC.CGCT. A.c6agt.| | 1 1S samiple alignment displays four
TGAGE.AT. TV ACHICCRTE . COCG. CCCR  COR0ess. .CC.0acr & ceccare. || | S€quiences which correspond to the four

TEAGE.AT. . CTT. ACATCCGTG. CCCG. CCCR. CCRCAEER . CC. C6CT . .. CRCHETE. different samples.
TGAGE.AT. .CTT. ACATCCETG . CCCG. CCCG. COGCBRAE. . CC. C6CT . . A. CRCCRTG. On this screen, use = + [ or [ + ] to

Sample Base Call Score Alignment

Generally the first 20-50 bp of a sequence read will be poor, the next 200-400 bases will have an
improved quality sequence before gradually deteriorating again at the opposite end.

This figure shows an example of poor quality data at 5’ and 3’ end with improved quality data in the
center.

Four samples were imported into this
session. This alignment reflects the integrity
of the peak shape, the background and the
separation from neighboring peaks.

= High BCS value/good quality
Red = Low BCS value/poor quality

| st || snin

Use + [ or! + ] to switch between
nucleotide and dots.

HFR-MAN-v3.x.x-EN-00, Rev 0 52



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

Allele Pair Alignment

The Allele Pair Alignment Window displays the alignment for the allele pairs that correspond to
the sample being analyzed. This window will aid the end user when auditing sequence data. In this
window the end user can narrow down which allele of the allele pairs is positive for the nucleotide that
was sequenced. You can view the sequence of both allele pairs together or individually by turning Allele
1 or Allele 2 on and off.

..... 2l........31........41........51........6l........71........80
Filter List (Not Applied) YT iF-E
—E Differences| RAGGTATTTCTTCACATCCGIGICCCGGCCCGGCCGC AGCCCCGCTTCATCGCAGTGGGCTACG
A*D2:01:14 A*02:01:19 2
A*D2:01:14 A*02:01:22 2
A*D2:01:14 A*02:01:23 2
A*D2:01:14 A*02:01:24 2
A*D2:01:14 A*02:01:25 2
A*02:01:14 A*02:01:26 2
A*02:01:14 A*02:01:27 2
-

If an allele header is highlighted green then the allele is being aligned in the EPG window. If you click
on Allelel or Allele2 you will be turning off the sequence and the header will change color from green
to red. Use "l + [ or "l + ] to switch between nucleotide and dots.

Reference Allele Alignment

The sequence of each allele is aligned in the Allele Alignment Window. This window is useful when
you're specifically looking to cross reference sequence data with an individual allele. Use **"! + [ or [#"
+ ] to switch between nucleotide and dots.

Allele Pairs 4l..i0iaeaBliaiiinn BleewswewdBliainnans

Filter List (Hot Applied)
Allele BGCCSGEMSGCGEEENECCCCGCTTCABS SCCGTGEECTACRT GGACGAYWCGYRSEEYET GMSGT
E...C..CC...... AG..... ... TCG. . iv e i inns G....... CA..CAGTTCG. .CG. .
A*01:01:01:02N E...C..CC...... AG.veirinaaan TCG. i v ennn s Goovwnns CA..CAGTTCG. .CG.
A*01:01:02 G...C..CC...... BG....ivannn TCG.). . .v oo et G....... CA..CAGTICG. .CG.
A*01:01:03 F...C..CC...... AG. ... .0 i G....... CA..CAGTICG. .CG.
A*01:01:04 E...C..CC...... AG..... .0 o 1 - G....... CA..CAGTICG. .CG.
A*01:01:05 E...C..CC...... AG..... ... TCG.G......... G....... CA..CAGTTCG. .CG.
A*01:01:06 E...C..CC...... AG.veirinaaan TCG. i v ennn s Goovwnns CA..CAGTTCG. .CG.
A*01:01:07 G...C..CC...... BG....ivannn TCG.). . .v oo et G....... CA..CAGTICG. .CG.
A*01:01:08 F...C..CC...... AG....ovannn o G....... CA. .CAGTICG. .CG.

Analysis Workflow

After you successfully imported your data:
1. Audit the assigned nucleotides at every position making sure to audit the mismatched sites for
the quality of sequence data, ambiguity and polymorphism.
If changes are required, use the nucleotide auditor to edit and accept audits. (Clicking the
Tab button on the keyboard automatically accepts the base call.)
2. After all base calls are audited click the Save>> ﬁ button. Click the Confirm == |
button to save your sequence typing.

This will change the red box next to the sample name from red to green to indicate that the
sample has been typed.
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SSO Analysis

The SSO Genotyping analysis feature of HLA Fusion Research analyzes three Luminex .CSV output
files as a new session and can continue the analysis of a previously unfinished session.

Starting SSO Analysis

SSO analysis results are based on catalog specifications that are provided with the software. You can
analyze samples one at a time in order to view, adjust and assign results for each one.

Opening a SSO Analysis Session
e Select the SSO Home page button or the SSO [54 toolbar button.

The SSO Home page is displayed.

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).

Notification that new or updated
Opens the Update catalogs, NMDP and Serology
Reference File window equivalent files may be available.

Opens the Catalog
Management window

= Hep Bxt

AnslyeDals Reports Dols Seepie Pasentlno Profie Utites |7
0di6s W eEd BB Click here to
" =
ser HLA Fusion® 090 0O . ©ream CTene  |2f-o0pen the
S50 Product and Catalogs © Cagog  Sesson Date ¥ Navigator
= I:‘:‘:l [etn :rnnum q“ 550 TR
T WEVAA Fosn 30,0 -Tesing - PRED B Click to open
LS e ture S50 Conguatd the KIR Analysis
Mrumm Postive Cortrol: 1000 Ez.h‘——r- . N Y
Mirirum fad Gt 100 Conflguratlon
B BTk Tl - 10 Screen.
Popup message for low bead countlow postive: No-
Click the blue

S50 Product l' k d' l
Nom | Coraiog Descrpton W i = . inks to display
R 0 04 by 02 |LABType® $50 K Trprg T, Lt | I _ ~the selected
| catalog, worksheet

daray 2012 | LABType® 550 HIR Typing e, Lot &
or probe/primer
documents.

Fusion
Explorer

QIR s o o0 ]

5 = (o | | | =i = [N 10Resewren | (ver| 300

The SSO Home Page
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Note: HLA Fusion Research 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 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.

To begin an SSO session, do the following:

1. Select a file from the list of CSV files to import, or click the folder icon above the list to browse

to SSO session files(s) on your system/network.

880

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.

¥ Include Imported
7 M:VHLA Fusion 3.0.0
| C5V File Name
| 09-27-13 PP3623 KIRGRP2 FNL LG_ID262
51313 RSSOKIR_005 PP3669 FML
5-21-13 PP3620 KIR GRP 3 FLRG

Previously imported CSV session files have a tan or light brown
background.

2. Place a check mark next to the CSV session file you want to open.

The SSO Session Import Screen opens.

Date may be highlighted

Lists in yellow if regional settings
previously do not match between
Imported the current CSV file and Click to open the
CsV files Catalog ID Session ID Fusion Research. Import Patient Screen
L A i ra \
5 ol 7 \
1. [SE2HRE_G1_LY JDSHT | Dae: (337013 LT =] Sarphes [
rchude impened
Luminex - 3 —
csv . NOMAmgt Joruery 2013230
Session 7 uto ot [ | Potiers Lt | Cloms
files | v Sanche C Vs | g |t Patert Frs Hame Lot Mo Bty Patert/ Darer
Sets the
Patient ID
to be the ¥
sas?:,;?'?; Double-click Place acheck Lists the Double-click Click to assign patient type
here to open mark here Positive here to see to corresponding Patient ID
the Select ~ toallow auto Control (PC)  the current
Sample screen. analysisofall  values for  patient list.
Sample ID’s session each
can be edited. samples sample.
upon import.
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The system assigns a Session ID, (the CSV filename) automatically. Optionally, you can change the
ID. The ID can be alphanumeric, (containing letters and numbers) and will be listed alphabetically
with any other SSO session files in your database.

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

To add patient information, do one of the following:

e To add data from the system, double-click in the Patient ID column of the Sample/Patient
Details table or click the Patient <] button on the toolbar.

The Import Patient window is displayed, allowing you to import the patient information file.
e To manually add patient data, type data directly 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.

3. Select a catalog file. Your catalog file selection method varies, depending on the CSV file and
the catalog files you have previously imported for LABType.

If you need to import more catalogs, click the [Download] link on the LABtype home page to
add new catalog files to the database.

Note: 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.

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.

Note: You can also select a different catalog file from the one the system has selected by using the
drop-down list in the Catalog ID field and selecting any catalog file listed.

If there is no template match, the system then considers the closest bead match between the session
and all available catalog files. If only one catalog file is a close match, it is automatically selected.

If there is more than one match, a Catalog Validation screen is displayed with the best bead
matches.

REET 5
HLA Fusion® L 4, Clickini the HLA Fusion~ L
St Gt [FESORFLO0 T l oo ]| Close ;’;;Iellowmg sample beads are not found in catalog -
Validation Resuts: ~[Bead mismatch exsts | [ Detail | button also
Suggested Catalogs (Double click to select and continue) m eans th at yo u =

Nomenclature . H The following Catalog beads are not found in Session
I Ve e g g
Date TR CO n fl r m th e 001,002,003.004.006.007.008.009.010.022.023.031,033,036.037.0 =
. . |38.039.040.044,045,047.048.049,052 053.054.055.056.057.073.08
selection of this Reete
catalog.

Catalog ID

RSSOKIR_005_01 January 2011 230

Lo ]
[ione

[YJGNE LAMEBDA ® 08
O

Or, you can double-click a catalog file name on the list of other Suggested Catalogs, listed below.
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Click the Detail button and Fusion Research will display information about bead mismatches
between the selected catalog and the CSV file.

Following catalog file validation, the system 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 all future imports of any CSV files that reference this template.

Catalog Template Association

Select the check box if you don’'t want H LA F U S I 0 n“'

Fusion to continue asking if you want
to associate templates and catalogs. Do you want to associate the following template name and catalog?

Template:  |RS502B1_012

If you change your mind, go to Catalog: |H550281_ﬂ15
Utilities > Catalog Template _’— Do ot show this forn any more.
Association and place a check mark

in the bottom, left corner next to | v | | —

Enable During CSV Import.

‘}-.CJNE LAMEDA B & @

5. On the Sample/Patient Details Table, check to see if there are any samples that have been
flagged as having a low positive control (PC); the rows of low PC samples are highlighted gray.

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

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

Catalog ID : |RSSOKIR_D04_04 =] |NOM/Imgt: January 21
V¥ Set empty Patient |D to Sample ¥ Auto Analysis
Sample Luminex Min | Exdst
Well Sample Date Bead Crt ..l.nn
1 13351 ROSA PECLAT DA SILVA 0572013 | (100 M 1
2 13828 LENIZE COSTA DOS REIS 121772013 100 M 1
| 3 13551 ARIAME SERPA DE SOUZA 04182013 |~ |1 100 M 15
4 13552 CLAUDIO BAPTISTA DANTAS 072013 =) 1100 1
b 14085 RICARDO ANTOMNIO CORDOWI 0922013 14
& 15255 MARCIO RODRIGUES DO NAS... |05M152013 14
AR ROELCEN AT i Mg i

Press the Delete > key on your computer keyboard to delete the sample and prevent it from being
imported as part of the session.

6. When session and sample information has been verified, click the Import button.
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MNavigator

The newly imported session is displayed in the Navigator tree, at the | Gew: i: PC;:;‘;‘ ; ;"'S*_DE“;E“
top of the list. ession Date

Joje BlAg

If you had selected the Auto Analysis check box, the session is B 98 KIR040808-73_002
imported as well as analyzed when you clicked the Import e o Sye 2020608132557
button; it is now displayed on the Navigator as an analyzed session.

ConsenSys_20120608054451
ConsenSys_20120524140115

You can continue importing Luminex session files, or you can click a session on the Navigator to start a
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 at the top, left of the screen.

Displaying an SSO Analysis Window

1. Open a SSO session.
2. Click on a sample to display its analysis in the Analysis Window.

The SSO Analysis window is divided into four quadrants:

¢ |mun | Locst ac | Patenusamete Resuns | [setonbia | Besd |nuw | Besdinto |
Cne Larsibda GC 18837, Probe 10 8 KP33 Max Scale bead [0 [k [ < [ > [ o | Exciute
100,

& —

(S

N Ssmmary ABeie Assgnment Final Assignment
s Fesuks FIRZOL1: Mbsiss 351 ﬂ
; » m
KR20L2 KIRZ0L 1700 KIRZOL 17002000
A KR20L3 n. KIRI0L 1001 KIRIOL 1°002000G
KIA20L4 [>-] KIRZOL1"D01 KIRZOL 10020103
= : wrzoes L2 | KIREOL1*001 KIRZOL10031 > |
KR20P1 x KIRZ0L 1700 KIRZOL 17003000
: KR2051 KIRI0OL1001 KIRIOL 1°003000G
P (] KIRZ0L1"D01 KIRZOL1°0030203
= HKR20S3 KIRZ0L100 KIR20L 170030204,
KRX054 KIRZ0L 1700 KIRZOL 1700300
# “ KA2055 KIRZOL1"D01 KIRIOL 10030206
KA30LT KIRZ0L 101 KIR2OL 10030207
o » HR30L2 KRZOLT IR20L 10030202
: KIR3I0L KIRZOLT JRIOL 10030005
: KR20P1 KIRZOL1"D01 KIRZOL 1003210
d | kR3ps1 KIRZOL1"001 KIRZDL 100300
KIRZ0L1700 KIRZ0L 17008
KIRI0OL1001 MIRIOL 1009
W KIRZOLI"D01 KIRZOL1°G1200
J KIR2TH 14000 IR0 19004 -
Fostve [MEMER “iegatie
P y— |
Systm Commest. [ekal A FOREI0) ]

SSO Analysis Screen
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Select a sample from this list to make the sample active in the Analysis window. Alternatively, you
can use the arrow buttons to navigate between the samples.

Sample Navigation buttons

mary |AD26579-1 ~lid < B Bl

e Click any column header among the sample list to sort the table by that column.
e Click the arrow buttons to display the samples according to the sorting criteria.

Histograms

Double click on a sample histogram in quadrant 2 to make that sample active. The color of the selected
sample histogram in quadrant 2 will change to red and the selected sample profile will be displayed in
guadrant 3.

Configuring SSO Data Analysis

The Configuration Menu allows you to define certain parameters for the analysis. Click on the Set
Config h button, (or anywhere in the gray area to the left of the button) to display the pop-out
Configuration Menu.

SSO Configuration Menu

P Grouping

G Grouping

Minimum Positive Control * |:|":":":I |
-

Minimum Bead Count * |1IIJU |

Set Sure Reaction Bead

View QC

Low Positive Threshold * 200

P Grouping
Codes allele strings in P Grouping as published by IMGT.

G Grouping
Codes allele strings in G Grouping as published by IMGT.
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Minimum Positive Control

The default Minimum Positive Control value assigned by the system is 1000. If desired, you can enter a
new value into the Minimum Positive Control Value field.

If the positive control bead count for a sample is lower than the entered value, a warning is displayed.

In sample analysis, each sample is processed individually. Results can be viewed, adjusted and final
typing assignments made.

Using batch analysis, all samples are processed at once and no assignments or changes can be made
during analysis. You can continue the session to make adjustments and assignments.

Minimum Bead Count

The default Minimum Bead Count Value assigned by the system is 100. If desired, you can enter a
new value in the Minimum Bead Count Value field. A warning is displayed if the count for any bead in
a test falls below the Minimum Bead Count threshold.

Set Sure Reaction Bead

Selecting the Set Sure Reaction Bead option in the configuration menu displays a new window, as
shown below. In this window, you can force positive or negative bead ID values by typing in the box.

Force Sure Reaction

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

Forced Negative Bead ID { eg. 001,002,005 etc..)}

oK | Cancel |/
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SSO Analysis Window Overview

From the SSO Analysis window you can:
e View sample analysis results
e Change histogram scaling
e Add comments and mark samples for more testing

e Print analysis information and reports

For each sample in the current session, you can view the test data, adjust the cut-off and assign a
typing.
HLA Fusion™ Research analyzes a sample when you move to view that sample. Any unviewed samples

do not have analysis results when the session is saved. To analyze an entire session, all samples in the
session must be viewed and typings assigned by the user.

Using the SSO Data Analysis window

The Sample Analysis Screen provides detailed analysis information for each sample in the session.
You can review the typing assignments suggested by the program and to modify and accept the
assignments. HLA Fusion™ Research suggests possible typing results, but the final assignment is
made by the user. Cut-off adjustments made in the Analysis window are sample-specific and affect
only individual samples.

SSO Analysis window - Quadrant 1

QC Tab

Quadrant 1 displays the QC data histogram for the currently selected bead in the QC tab. Each bar
represents a QC sample and its height represents the normalized reaction value for the selected bead in
that sample.

ac |Rxn |Loc:a|Qc Patient/Sample Results Set Config

One Lambda QC 1D # 001 , Probe ID # KP48 Wax Scale: |

100
a0
&0
70

Hover your cursor over any sample to display ||
the sample details, as shown here. =

40

Samplel ! Mamea : GO0ET

30
20
10
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To change the histogram scale, click inside the Max Scale
box, type in new limits, and press the Enter == key on
your keyboard.

I'.'IaxScaIe:I Bead ID'D-1 ]

This changes the maximum scale for the histograms in
guadrants 1 and 2. You can change the scale back to a new
value the same way.

Reaction Patterns Tab

In the Analysis window of Quadrant 1, click on the Rxn tab to display the Reaction Pattern Table.

Reaction
Table Tab The Find Click to reset table to its
Allele button orngmal configuration
Type | L] f‘!‘“"""‘? if .rrr:‘aeximize/
Allele FindAllele || Fxn Reset minimize
here 14 15 17 19 |22 23 button

LA 009 010 01z 014 0l1e 017 013 021 0z4 Q25
Sample Rxn ho ho ho ho ho ho ho ho ho ho
KIRZDL1*001 b4 b4
KIRZDL1*0020101 b4 b4
KIR2DL1*0020102 b4 b4
KIRZ2DL1*0020103 b4 b4
KIRZDL1*00301 b4 b4
KIRZDL1*0030201 b4 b4
KIRZ2DL1*0030202 b4 b4
KIR2DL1*0030203 b4 b4
KIRZ2DL1*0030204 b4 b4
KIRZ2DL1*0030205 b4 b4
KIR2DL1*0030208 b4 b4
KIR2DL1*0030207 b4 b4
KIR2DL1*0030208 b4 b4

| KIR2DL1*0030209 ho ho
4

Type all or part of an allele into the text box and click the Find Allele button to display that
reaction pattern, or patterns, beginning in the first row of the table.

To Sort beads by reactivity for the allele, click on the gray area on the left of the allele name. The
positive reactions will be moved to the left of the table. Click on the Rxn Reset [ Rareset | hutton to reset
the table to the original configuration.

Double-click either in the light blue area between the Find Allele and Maximize/Minimize button,
or click the Max/Min & button and the reaction table will be expanded.

To bring the table back to its original size, double-click either area or button again.

Click on any column header to Sort the table by well position. Positive reactions are listed above
the blue line, and negative reactions below.
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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.

One Lambda‘
cut-off line

‘ac | Rxn | Recsite LocalQC |Patient.|'5-ampleﬂesults|

Session Date: [12/ 1201 ~| ~ [10i 92012~ |

Set Config

100
30
80
70
80
50
N
30

20

ol

&
a
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n
L
[w]
=
T= ol
(=T |
=
@

Seszsion:
Well

o
o
]
S
&
=
(7]
- RS

Local QC Tab

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

serves 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.

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

Patient/Sample Results Tab

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 locus, either the serology result or the allele code for each loci
appears in this all-loci section.

llele Code

Possible Allele Code /| Assigned Alle

DOAT*04:21
DOAT05:XX2

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 A indicate how the results have been sorted.

Hover your mouse over any Possible Allele Code to see the entire

allele code.
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H H H [te: Session | Session Date C
You can use your mouse to widen the grid, or double-click between 4
H H H H RSSO2PE1_005_03, 0210372012 RSS0O2PE1
the tabs to automatically increase the column width to o0
accommodate all the data presented. b | RSSO2PB1_005 01_ (021032012 | RSS02PBI
B RSS02ZPE1_004_06_ |02/032012 R3302PE1
B RSSOZPE1_004_03_ | 02/03/2012 RSS02PE1
ac | Rxn I Re{:.‘ii‘lel Local Q¢ PatientiSample Results ||_ch| Set Config
Session Date: | 5/ 172009 v |~ J10r 92012 |
Assigned . Assigned | Assigned Other Sample Wwell N Session
‘Allele Code s Allele Pair | Sero | Assignment| ID | Position °tDate e | pate e
ATD2: XK1 AT2:2 G221 E2 1211072011 RS_S[HA_DDB 1210/2011 RE‘ED1A_D‘M_DS
XKX1:=:02:01402:01L/02:04/02:0
Go221 | E2 08/26/2009 | RSSO1A_011_03_QC_27 |[10/11/2010 | RSSD1A_011_03
Go221 | E2 05/26/2008 | RSSO1A_011_05_QC_817 [10/1/2010 | RSSO1A_011_08
Go221 E2 05/26/2008 | RSSO1A_011_06_QC_3%2 |[10/11/2010 | RSSO1A_011_06
Go221 | E2 08/01/2008 | RSS01B_013_07_QC_39%9% [10/11/2010 | RS301B_013_07
G221 E2 08/01/2008 | RSSO1B_013_08_QC_281 [10/11/2010 | RSSO1B_013_08
Go221 | E2 04/07/2009 | RSSO1B_014_04_QC_407 [10/11/2010 | RES01B6_014_04
Go221 | E2 04/07/2009 | RSSO1B6_014_05 QC 42 10/11/2010 | RSS016_014_05
Go221 E2 04/07/2008 | RSSO1B_014_06_QC_244 [10/11/2010 | RSSO1B_014_06

Patient/Sample Results tab

SSO Analysis window - Quadrant 2

Bead Profile

The Bead profile tab displays the histogram for the currently selected bead. Each bar represents a
sample and its height represents the normalized reaction value for the selected bead in that sample.
The red bar represents the currently selected sample.

Click the arrow buttons to navigate between beads and display the profile of the selected bead in

Quadrant 2.

Bead |Raw | Bead Info |

Bead 835 v| ik | < | > | 5 |7 Excluce

12

10
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Alternatively, you can select the bead from the Bead drop-down choices.

B bl Hover your cursor over any
lonfig | Bead |Raw IBeadlnfol Samp'e_
ol| Besd [ = 1k | 4
055 s =
= 056
20 |os7 M B H |
058

. Wloce The sample details are displayed,
Lo as shown here.
2 073 -

ad Inf . .
i If you wish to exclude a bead from analysis, you can select

k[ <[> [6 [F oocue , the check box for Exclude.

Click on the Reset button to reset the changed values back to default. The following options are
displayed to choose from.

™ Exciude Re=zet I

Current Sample : Current Bead to OLI Default
| Current Sample ¢ All Beads to OLT Default N

Current Sample : Current Bead to User Setting
Current Sample : All Beads to User Setting

T

Raw Data Table

Select the Raw Tab and the Raw Data Table displays all raw data and test details for the current
sample.
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‘Bead Raw |B-eadlnfa|

Threshold |3

Bead | oel o L)

To change the threshold value, enter a new value in the Threshold field
and press the Enter == key on your keyboard.

Normalized bead values that fall within the specified threshold range of the cutoff for that bead are

highlighted in yellow.

Click the Maximize [& button to expand the Raw Data Table. Click the button again to minimize it,
(or double-click anywhere in the light blue area between the threshold box and the
Maximize/Minimize button to expand the table).

Clicking on any column header will sort the raw data table by that column.

n ‘ Rxn| Raw Normal ?:Ig Ew NC m gk:oﬂ ‘5:.?::'2:9 Count
B 1 [1084 [0 057 [3413.80 [935 [0.92 [30 30 131
02 [1 [1036 [0 057 [3413.80 [935 [9.92 [15 15 144
w3 |1 |w07s o e= Issason [noe nnn loe oe o
w4 [1 (895 o | Bead Raw |Beadinfo|
06 (1 [1626 |0 [ n,,mnulg—
007 [1 [4686 |1 |
008 kS 3371.58 |99 ﬁ’ead Rxnf Raw Normal CII! ;w NC m g::q" é?l’l“a?f'e Count
009 |8 |248041 73 044 |1 |8372 |2 056 |2584.34 [036 [846 |13 13 122
010 |8 |227259 |66 027 |1 |40054 |13 082 |3108.44 [836 |76 |50 50 154
|1 |22658 |7 035 |1 |848 |0 057 [3413.80 [936 [9.92 |2 2 145
012 |8 [34164 100 o |1 [22888 |7 082 [3108.44 [836 [76 |20 20 137
014 |8 |2717.94 |87 015 |1 [1379 o 082 |3106.44 835 76 |20 20 183
05 |1 [1979 |0 018 |1 [1585 |3 082 [3108.44 [835 76 |30 30 153
085 |1 |3306 |1 082 (310844 [836 [76 |15 15 162
064 |1 [143.01 |4 082 (310644 [835 [76 |20 20 158
007 |1 [4596 |1 057 (341389 [935 (992 [30 30 138
089 |1 [9638 |3 056 |2584.34 [035 (846 |25 25 158
002 [1 [1038 [0 057 (341389 [935 (992 [15 15 144
068 |1 |9424 |2 057 (341389 [935 (992 [30 30 100
006 |1 [1626 |0 057 (341389 [935 (992 |25 25 133
Bead Info Tab
Bead | Raw Bead Info |
Bead ID#:016 Recg Site : codon 204-208

KIRZDL4*00101, KIR20L4*00102, KIRZDL4*0010301, KIR2DL4*0010302, KIRZDL4*00104,
KIR2DL4*00105, KIR2DL4*00201, KIRZDL4*00202, KIR2DL4*003, KIR2DL4*04,
KIR2DL4*00501, KIR2DL4*00601, KIRZDL4Y00602, HIRZDL4*007, KIR2DL4*0050101,
KIR2DL4*0030102, KIR2DL4*0030103, KIRZDL4*0030201, KIRZDL4*0030202, KIR2DL44009,
KIRZDL4*010, KIRZDL4*011
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The RAW table
after double-clicking
on the header for
the Rxn column.

From the Analysis window in Quadrant 2, click the
Bead Info tab to display the allele specificity of the
selected bead.
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SSO Analysis window - Quadrant 3

Sample Profile

The Sample Profile displays each bead in the currently selected sample. Each bar represents a bead in
the sample sorted by bead number and its height represents the normalized reaction value for the
selected bead in that sample.
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Quad 3 - Sample Profile
Red = A positive reaction; Blue = A negative reaction; Green = The selected bead in quadrant 2.

e The gray diamonds inside the histograms indicate the current cut-off position. Arrowheads
identify the direction and position of cut off changes made to a bead.

e Click arrow buttons on the toolbar to select a sample bar and display the selected sample in
Quadrant 3.

e Alternatively, you can also select a sample from under the Sample drop-down list in the
toolbar. You can also select a sample by double-clicking on a sample bar in the Bead Profile
histogram, (Quad 2).

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:

e X-axis: Beads in numeric order.

e Y-axis: Raw data value, (trimmed mean).

e Data points: Bars represent the raw data value of a bead vs. the sample reaction.
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[ 12500
2400 Mag.e.nta
Positive
. 2000 Control
Bar colors/display: Raw | [l
.. Data
[ ] =
Positive control = Magenta value } I[1z00
* Negative control = White E00 White
400 Negative
L Control
Beads _D%
Hover your mouse pointer over any sample.
Bead |D: 033 Bead Count: 106 The sample’s details are displayed, as shown
Mormal Walue : 103 Raw Data (Tnmmed Mean) : 2831.38 P played,
Sample Cutoff : 70 OLI Cutsff : 70 here.
Positive Control : 056 [ 2833.26 ) Bxn : B
N

You can expand the histogram by double-clicking anywhere in the light blue area between the View
Delta button and the Maximize [& button.

To resize the histogram to its original size, double-click on the light blue panel again, or click the
Minimize L& button.

View Delta

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 Normal |
Would you prefer to make View Delta the default view so that it automatically displays each time you

bring up a sample for analysis?

* Save the layout while this quadrant is in the View Delta mode by clicking
the Save Layout il button.

Reanalyze

-

Assign=> >

La

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

mode.

Comments

You can add comments to the sample by typing in the Comment field at the bottom. Double-clicking

in this text box invokes a new window to type comments in.

| =loix
v scoe |
Double-click
in the User B
Comments
field here...
b
_Concel |

SSO Analysis window - Quadrant 4

SSO Results and Assignment panel

Quadrant 4 displays the possible typing assignments for the current sample.

The left side, (the Summary) shows possible allele pair assignments suggested by the
software.

The alleles highlighted in yellow are a positive match.
The red ones are mismatches.

The un-highlighted ones are negative.

HFR-MAN-v3.x.x-EN-00, Rev 0

...to open

a larger
Comments
screen here.

Summary

Results

KIR2DL2
KIR2DL3
KIR2DL4
KIR2DL5
KIR2DP1
KIR2D51
KIR2D52
KIRZDS3
KIR2D54
KIR2D55
KIR3DL1
KIRaDL2
KIR3DL3
KIR3DP1
KIR3D51
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Allele Assignment

KIR2DL1: Alleles (253) /
KIR2DL1*001 KIR2DL1*0040101
KIRZDL1°001 KIR2DL1°0040102
KIR2DL1°001 KIR2DL1°00402
KIR2DL1°001 KIR2DL1°00403

KIRZDL1°001 KIR2DL1°007
KIRZDL1*001 KIR2DL1*01101
KIRZDL1°001 KIR2DL1°01102
KIR2DL1*001 KIRZDL1013N
KIRZDL1°0020101 KIR2DL1*0040101
KIR2DL1*0020101 KIR2DL1°0040102
KIRZDL1°0020101 KIR2DL1°00402
KIR2DL1*0020101 KIR2DL100403
KIRZDL1°0020101 KIR2DL1°006
KIR2DL1*0020101 KIR2DL1+007
KIRZDL1"0020101 KIR2DL1*01101
KIRZDL1*0020101 KIRZDL1"01102
KIRZDL1°0020101 KIR2DL1°013N
KIRZDL1*0020102 KIRZDL10040101
KIRZDL1°0020102 KIR2DL1°0040102
KIRZDL1*0020102 KIR2DL100402
KIRZDL1°0020102 KIR2DL1°00403
KIRZDL1*0020102 KIRZDL1-006
KIRZDL1°0020102 KIR2DL1°007
KIRZDL1*0020102 KIR2DL1*01101

| v

=
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You must make assignments manually.

The right side shows possible coded assignments.
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Analyze SSO Data

From the Analysis window you can:
e View raw data
* View reaction patterns
* View bead and sample details

e View results and make typing assignments

The raw data table can be used to easily review raw data, normalized data and cut-off values. The

reaction pattern table can be used to compare reaction patterns.

Reaction-specific pop-ups display the probe details and reaction data for the selected sample and

probe.

HFR-MAN-v3.x.x-EN-00, Rev 0
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Make Typing Assignments in SSO Analysis

HLA Fusion™ Research provides computer suggested assignments. Final typing assignments can only
be made by the user. You can save multiple SSO Typing assignments. From the Analysis window you
can assign typings and make manual assignments.

Typing Assignments

The SSO results are displayed in Quadrant 4 of the Analysis window. This quadrant is divided into
three sections. The Summary section displays the system suggested results for the SSO locus groups,
where the alleles highlighted in yellow are positive match, red highlighted are a mismatch, and the
remaining un-highlighted ones are negative.

To make a manual assignment, please follow the steps below. The Allele Assignment panel lists the
possible allele pair results for the selected SSO locus groups.

KIR Resutts |
Summary Allele Assignment Final Assignment
Results KIRZDL1: Alleles (253) 4| - KIRZDL1*0020101 KIRZDL1*007
Assign All < KIR2DL1°007 KIRZDL1-0040101 KIRZDL1*001 KIR2DL1=01102
KIR2DL1°001 KIRZDL1*0040102 e KIRZDL1*001 KIRZOL1*008
KIR2DL1°001 KIR2DL1-00402
KIR2DL1°001 KIRZDL1°00403
Assign
selected ] ____ |KIR2DL1"D01 KIR2DL1-007
KIR2DL1°001 KIRZDL1°01101
KIR2DL1°001 KIR2DL1°01102
KIR2DL1°001 KIR2DL1°013N
Z’ KIR2DS4 KIR2DL1°0020101 KIRZDL1*0040101
KIR2DS5 KIR2DL1°0020101 KIRZDL1*0040102
Remove KIR2DL1 KIR2DL1°0020101 KIR2DL1-00402

KIR3DL2 KIR2DL1°0020101 KIRZDL1°00403

KIR3DL2 KIR2DL1°0020101 KIRZDL1*006 | |

KIR3DP1 » KIR2DL1°0020101 KIRZDL1*007

KIR3DS1 KIR2DL1°0020101 KIRZDL101101
KIR2DL1°0020101 KIRZDL101102 = D

Positive | Mismatch| Megative I

Select an allele, (or several alleles by holding down the Ctrl Key on your keyboard) from the
Summary, and click the Assign button to assign the SSO locus group in the Final Assignment panel.

To assign allele pairs, select one or more pair results from the allele assignment panel and click
Assign.

Click the Assign All button to assign all Positive SSO locus groups. The selected allele(s) are displayed
under the Final Assignment.

To remove any or all alleles from Final Assignment sections, select them and click the Remove (X)
button.
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Flagging a Sample for Further Testing

This option flags a sample for further testing in the current analysis session and in reports created in
HLA Fusion™ Research. The More testing required flag is saved with the analysis.

In the Analysis window, select the More Test check box below the
Assignments area.

E E MI:IFE.‘TE.‘S‘t; =

_I [] Patient A=sign

Manual Assignments

Manual assignments must be entered in standard format with each allele separated by two spaces.

o —I g | Click to move
h allele into the
final assignment
1M
box above.
102

-

Test || ‘\

Ent Assign =

Saves= Confirm=>=> Type allele
— name here in
0 the manual

assignment field.

Type the allele name in the text box below the Final Assignment section and click the Up Arrow [-]
button.

The newly entered allele is moved into the Final Assignment field.

SSO Batch Analysis

Batch analysis is carried out from the Session Summary screen.

When the session summary for a new session is activated, a batch analysis is automatically run. Batch
analysis allows you to quickly analyze a session and save it for later review and final assignments. You
can graphically view samples during batch analysis, but no final typing assignments are made.

From the Session Summary you can:
e Run a Batch analysis for a session

e View the Batch Analysis Summary Chart
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Save Assignments

Lab Technicians and Supervisors can save analysis results for further review and approval. Until
approved, samples are marked as Ready.

In the Analysis window, click the Save>> button to save analysis results and move to the next
sample. Prior to confirming, a sample can be re-saved, if needed.

Confirm Assignments

When an analysis has been saved, Lab Supervisors can review and confirm the analysis results.
Confirmed samples are marked as Approved.
The Confirm button is grayed-out when you view a saved but as yet un-confirmed sample.

The Confirm button becomes purple IS \when you view a sample which has been confirmed by the
Lab Supervisor. Samples may be reconfirmed.

From the Analysis window, click Confirm=>=> to confirm analysis results and move to the next
sample.

Note: The application records two levels of analysis reviews - Save and Confirm. For re-saved and
reconfirmed analysis, only the last user to save or confirm is recorded.

Print Screen
Print Screen prints the entire, currently displayed analysis screen.

From the Analysis window Menu Bar, click the Print Screen & button. A print preview screen is
displayed in a new window if you wish to examine the image before sending it to the printer.
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Micro SSP Analysis

The Micro SSP analysis feature of HLA Fusion™ Research analyzes manually input reaction patterns
as a new analysis session and can also continue the analysis of a previously unfinished session. Each

session consists of as many samples as you wish to analyze with the same catalog information. It can
also accept data from eGene and new samples can be added to an existing session.

Analysis results are based on catalog specifications, NMDP code, and serology code references that are
provided with the software. Micro SSP analysis uses NMDP cross codes. Fusion Research 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 Supervisor(s).
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Start Micro SSP Analysis

1. Click the Micro SSP button on the Fusion Explorer, the Micro SSP [l icon

on the Fusion Toolbar, or select Analyze Data > Micro SSP.

The Micro SSP Home page is displayed.

Click to open the Catalog Management screen. \

HLA Fusion- 0000000 N\

¥

Click to open
the Update
Reference Files
screen.

Click to open
. Micro SSP Product and Catalo .
g the Available
Active Catalogs: 160 Last Updated Date:  12/14/2012 Details]  [Download] Reference
Serology Equivalert: 2012January; 10/11/2012 NMOP Update: 10/11/2012 Referance fie Undates: Updates screen.
—Micro SSP Config (catalogs display
[Edit] nomenclature dates
etz TP and revision notes)
Cross Code Erabled: No
Active Demographic / Allele Frequency:
Nur;be;:{;a:lemﬂeamon: :h CliCk to edit
W W fiomation: .
the MicroSSP
T - global settings.
Nom — Worksheet | Worksheet - =
r
Catalog Date Catalog Description (8.5x11) (11x17) Probe/Primer
SSP1-01 001 14 |January 20... | Micro SSP™ Allele Specific HLA Class | DNA Typing Tray - A°01/A*36, Lot 001 | SSP1-01 001 WS S5P1-01 001 PRI
S5P1-01 002 08 |January 20... | Micro SSP™ Allele Specific HLA Class | DNA Typing Tray - A"01/A"36, Lot #002 | SSP1-01 002 WS S5P1-01 002 PRI
SSPRI-01 003 |January 20 |Micra S5P™ Alele Specific HLA Class | DNA Typing Tray - A“01/A°36, Lot 2003 | SSPRI1-01 003 SSPRI-01 003 PRI
S5P1A2 005 10 |January 20 |Micra S5P™ Alele Specific HLA Class | DNA Typing Tray - A02, Lot £005 SSF1A2 D05 WS SSP1A2 005 PRI Click any link
SSP1-03 D02 02 |January 20... |Micra SSP™ Allele Specific HLA Class | DNA Typing Tray - A03, Lot £002 SSP1-03 002 WS SSP1-02 002 PRI to display the
S§5P1-03 003 06 |January 20... | Micra SSP™ Allele Specific HLA Class | DNA Typing Tray - A03, Lot #003 SSP1-03 002 WS 55P1-03 002 PRI selected catalog,
SSPR1-02 004... |January 20... |Micro SSP™ Allele Specific HLA Class | DMNA Typing Tray - A™03, Lot #004 worksheet or
S5P1-23 002 09 |January 20... | Micra S5P™ Allele Specific HLA Class | DNA Typing Tray - A23, Lot #002 SSP1-23 002 WS S5P1-23 002 PRI probe/primer
SSPR1-23 003... |January 20... |Micra SSP™ Allele Specific HLA Class | DNA Typing Tray - A23, Lot #003 SSPRI-23 003 .. SSPR1-23 003 PRI worksheets.
S5P1-24 D02 09 |January 20... | Micra S5P™ Allele Specific HLA Class | DNA Typing Tray - A24, Lot #002 S5P1-24 002 WS SSP1-24 D02 PRI
SS5PR1-24 003.. |January 20... [Micro SSP™ Allele Specific HLA Class | DMA Typing Tray - A24, Lot #003
55P1-25 002 08 |January 20... | Micro SSP™ Allele Specific HLA Class | DNA Typing Tray - A25/34/86. Lot #002 | $5P1-25 002 WS S5P1-25 002 PRI =
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).
Click the Batch Entry button at the top, left side of the screen.
Micro SSP

Place a check ¥ mark next to Include Imported if you also want to bring in
batches which have previously been imported.
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The Micro SSP Batch Entry window is displayed.

Select locus to filter catalog list Sample Name field Patient ID Field
f A\
Batch Name: [Micro AP 2011125142100 |  Exsting Batches: | \ = @ Batch Date: [ 6/182012 =] ~ fiz/15/2012 7]
. - . le | Sampl Fist | Last Patiert /
Locus / Catalog Session Test Date mﬁ‘e D;I:lp & Mame | Name Ethnicity Dorlmr Gel Image
» ©)ABCD. >||SSPJPN_005_04 x| Micro SSP_20111215142100... | 121152012 - =l =]
* =l = M M =l =

il

Import From File # | ! MNew Batch J | Save Mext > Close

Browse for Start a new batch Save the current angosfg:g'(:en
MicroSSP files batch information A

Fusion assigns a Batch Name automatically. But you can change it.

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.

Use the Browse L= button at the bottom of the window to search for and import one or more Micro
SSP files (.csv), or follow the steps below.

1. 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.

2. 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 the same import session. You may need to click the Home i button
and then open Micro SSP again to return to the import process.

3. Accept the session name in the Session field, or modify it.

4. Enter a name in the Sample Name field.
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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.

5.

Click the drop-down arrow in the Sample Date field and select a date. The analysis window
for this session is displayed.

Enter an ID in the Patient ID field. If this is an existing patient/donor ID, other fields such as
the First Name, Last Name and Ethnicity are pre-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.

[scecrranee (o

| HLA Fusion® 00006000

Patient/Donor |

j Last Name I

Family 1D

First Name I

| S

Patient ID

Family 1D

First Name

Middle Name

Last Name

Patie:ft/Donor

Active

00487

Smith

Bob

Smith

Patiert

b

<NONE:

<NONE:

<NONE:=

Patient

@
?I—I?Ia_

Smith 10252012

Smith

Bob

Smith

Donor

<=

If they are not already filled-in, you can enter the First Name and Last Name for the patient
or donor in the appropriate fields.

Click the drop-down arrows in the Ethnicity and Patient/Donor fields to choose ethnicity
for either Patient, Donor or Both.

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 attach to the sample.

Note:

Fusion supports the BMP, JPG, BMP, GIF, PNG 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
Bl e e

| Eutrg et |

Organce > New folder

- Data Reference Fles = Moo 55 = = k)| [ search pacro ssp
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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.

Take one of the following actions once you are ready to stop creating the batch:

e Click the Next> button to open the Micro SSP analysis window.
e Click the Save button to save the current batch information and return to it later.

e Click New Batch to begin creation of an additional batch.
e Click Close to exit the Batch Entry window.
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Configure Micro SSP Data Analysis

The Global defaults for Micro SSP product configurations can be set at one of two places:

e 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 right-clicking anywhere on the Micro SSP analysis window and a pop-up list of
configuration options will appear at the upper, left corner of the analysis screen.

After an analysis has begun, you'll need to right-click in the light blue area just to the right of the
Find Allele button to open the Micro SSP Configuration Menu.

Micro SSP Sample-Level Configuration Menu

NMDP Code _1of x|
No Code Sample PatientInfo Profile Utliies Help Exit _I
~lid d b b

| Local Code m | DE r'_jl & [EE £ [z % £| [te] [ ‘av < <Summary |BSm|th

P Grouping | = Joramom2 [ ciear | | [ Find Allele_|
|

G F E D c B A Ren

JojeBinep o

G Grouping

Cross Code

Bw4 Bwb .

Demographic Ir

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:
e No Code - The results, allele pairs assembled into a string with no formatted code, are
simply condensed without applying a coded format.
e P Grouping - Codes allele strings in P Grouping as published by IMGT.
e G Grouping - Codes allele strings in G Grouping as published by IMGT.
e Local Code - assigns user-defined code definitions, (code used by your Lab) for
suggested code results.

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

pairs are condensed only within the same allele groups.
e Bw4/Bw6 in Serology - Bw4/Bwe6 is added to the serology results.
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Bw4/Bwe6 in Serology

Demographic Info

Demographic Information

NMDP Code

Mo Code

Sample FabentInfo Profie  Uthbes

g5 Z -
§ L Gl e 6 =
Local Code

P Grouping - ]—] A

F €

=
u

G Grouping
Cross Code

Bw4 Bwo

| Demographic Info 3

Common Jan 2011 v3 L\?

Common Jan 2012 v2

E] NMOP Code
Mo Code . . . .
e Serology has identified many pairs of HLA-B alleles which appear to
B differ only at the Bw4/Bw6 region - the two mutually exclusive
P Groupng serological epitopes.
. If you select this option, Bw4/Bw6 is added to the serology results.
Cross Code
Bwg Bwe %J

The Demographic Information option allows you to
organize alleles based on 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: Freguent on one or the other of the alleles only

e Group 3: Frequent on neither allele

Note: If the Demographic Information option is not active, it means you need to import an
allele frequency input file. See the topic: “Importing Allele Frequency Files,” which
is located in the section, “Updating Allele Frequency files.”
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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.

e Change the allowable number of false reactions.

e Force one false reaction.

B Smith

- - - e
e View and print sample analysis results. p [ ‘gp | < <Summary

ear | | Find Alle

e Add comments and mark for more testing.

A R |
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.

Micro SSP Analysis screen
Find Allele #ralse [ [ Force 1 | RunReset

Sample ID:  [12.95.11.07 . |11 B2z | clear
R L

H c 3 E n C Ran |
_—— Y — — — Max
[63 |70 |71 |72 |73 |74 |75 |75 |77 |78 |78 |80 |81 |8z |83 |84 |85 |86 |67 |68 |89 =
» 50 | 5c | 98 | 94 |1ow 106 |10F | 108|100 |10c 108 |10a |1im|116 |11F [118 110 110|118 |11 |18
Cross Loci £ 4 3|5 5
Sample Rxn o 0 oo
-_— - — £731:01.02
A01.03
270104
£731:01.05
£731:01.08
—_— Y Y 0 0 aeon0r
4°31:01.08
Input and A731:01.08
ana|ys|s = 2310110
43102
tables ol - — A31.04
A%3105
- 413108 5
| »
Displays
allele == et baic erereTe oty
pairs frequent on both 4| |A#31: XK1 A*33:XX2 =
—-—-=ex1:=: 91:01/91: 02/31: 04/31:08/31: 06,31 09/31:11/3L: | |[a3L a-
3002122 33:01/33:05,/33: 04/33: 05/33: 06/33:07/33: 10/35:  |[a- A33
- A-
C*03:3¢{1 C¥O03:XH2 4" Blank™ A33
708133 CT04:XKA A"Blank™ A-
- 2 C£703:XX5 £708:19 c- c-
A*31:02 A*33:05(G1) CHO3:MKE CF15:12 T |c- cwa
4731104 A®33:01:01(GL) CrAKT CF04:IKNE - Cus
- " e — : 4731104 A*33:03:01(GL) 4041308 C*08118 g
- Add New Sample nalyze Combine Reanalyze | [3#31:04 4%33:05(61) BT BNEAIA
Click here A731:06 A%33:01:01(GL) C*08:19 C*08:19
. A+31:06 A%33:03:01(6L) B0 GRS A73L:01:02 A"93: 01:01
to view 4731106 A733:05(B1) ENERTA g2 i 02 A*33:01:02
- |I% 0z A*33:01:03
oradd a “ v 01:02z A733:01:04 ¥

gel ima ge_ —-Assigngd ‘Allele Pairs Assigned Allele Code ﬂ Assigned Serology x[v
4731:01:02 A733:05 7311 AT33INAE 131 n33

User Comment

System Comment Other Assignment | ’T

[Possite Homozgaue =i [ More Tests LI Patiert Assion | Assign-> | Save>-> | Confirm:--
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Sample ID:  [BSmin019953 N | cear |
B A

H (] F E D c

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

e 0 =no clear amplification, (wells with a “0” will be
excluded from analysis)

|View Gel H Add New Sample || Analyze Combined || Analyze

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. 0->1->8 m

e If the sample has not been analyzed, the right most f->1-0
button on the bottom of this pane is labeled Analyze. 820242210 S
If an analysis already exists for the sample, then the 7->4-:8 ¢
button is labeled Re-Analyze. T T G

e This button is only enabled when a Sample ID has B } _
been entered. If a Sample ID has not been entered —
when this button is clicked, the Sample ID field is
flagged with "!I" as being empty and no analysis is performed.

e If other than the first well reaction (1H) is set to zero (0), 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.
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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 and Pos

Reaction.

If neither type of result can be suggested, the heading is No
Solution and it will not be followed by any results.

Possible Allele Pairs

DOE1*0E06 DOBL*DE0E FHE 4F
DOB1=O30L08 DOBLT030100 FRa
DOE1*0205 DOBL¥DZ05 FR# LF
DOB1T06 1402 DOBLT0S1402 FRA
DOE1*0323 DOBL*D3A23 FW# 3B
DOBLTO30Z0Z DOBLTOM0Z0Z  FRA
DOE1*030202 DOE1*030204 FRd
DOB1T030Z04 DOBLT030Z04 FRA
DOE1*0504 [OBL*0504 FR# 3G
00B1T0314 DOBL™0A1d  FEF 26
DOE1*0314 DOBL*030504 FHH 3
DQB1T030504 DOBLT030504 FRA

L=H] REACTION ff—

B-Fos Beaction
a | b

View Well Details

Headings to look
for when viewing
possible non-amp
well results.

I > | Do you wish to analyze the MNon-Amp Well with Positive and
Megative Score ?

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)

04

05 vell Position @ 4H
Recg Site: 45T45+32LRE3
Base Pair Size : 150

08 Locus Type : B

o7

Working with Gel Images

Spedificty : B¥18:09/54; B¥27:52; B*37:01:01~04:02/07~10/12~27; B*

Pairs

B*24:

%34 .

e If you 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.
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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: “Gel Image does not Exist. Click Yes to
Browse for an Image.”

2. Click the Yes button and Fusion opens the
Select Gel Image screen.
3. Browse and select a new gel image. Click the ?, selct el imope x
Open button e |1~ Data Reference Files Mo 559« ~ 23 [ searcn vio ssp )
Organize ~  New folder =~ O @
4. Fusion opens the Gel Image window and g
. . . £
displays the gel image you've selected. The Ao l
window can be resized if needed. D
B videos fmage -
) Homegroup
;!Eu(z::’uter
= =l
Gel Image Viewer File name: [dna 149 d15 jpg =] [iepeg image ("jpg) |
1 Cancel J
2 (o3 . - .
C—— e — - - ' If you want to link this image to this sample,
3 . click the Link Image button.
— — — _ a— — —
i o * Tozoomin, click the + button.
e gy G — Sy
. e Tozoom out, click the = button.
} — m—— —_— - — — ==Y o . .
&8 == e To turn the image, click the Rotate
’ button.
P S e
Click to
close the
Gel Viewer

Click to rotate
the gel image

To link the image to
the current sample.

Zoom In Zoom Out
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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,

(which now replaces the Link button).

Add Samples

There are two methods that samples can be added and analyzed in a session:
1.

Click the Add New Sample button.

2. Type anew Sample ID, or Sample Name, in the Sample ID field, (above the gel image).

weDats Reports Data Sample PatientInfo Profle Utlities Help Ewxit

S EERACE A Sl &= % & 6 G

Sample ID: || I :[:I ;I Clear
H G F E B A

Sample Selection

Select the Sample Date by clicking the Down
Arrow V¥ in the Date field to the right of the
Sample ID field.

And click the Analyze button.
OR

Here’s an alternate method to add existing
samples for analysis in Micro SSP:

«re Cata Reports Data Sample

5 & Ll \r\- & @l

Patent info Profie Utites Help Ewt

ik E tLEEY <

Sample ID: 5493034

11/28/2012

hE” Clear “

H

F

| -
E

Sun Mon Tue Vied Thu
28 29 30 3 1
4 5 6 78
1 12 13 14 15
18 19 20 21 22

[ Today: 112972012

XY :9;:5._ Adid 4B \sj - E 1. Click the Sample Selection button to the right of the
ample ID: l ~ li =1 clear N
"o i Sample 1D field. (5]
HLA Fusion~ 2. Select an existing HLA Fusion®
_ sample from the list of
- Available Samples. Available Samples
53060 = |EZEE]
e * You can use the text box —
2453063 — h h 20126748 =
assanes at the top as a searc
Sioaney tool.
ica0es
Sicaon 3. Click the OK button at
s the bottom of this
B —— window to move the sample from the list of Available
sion Samples to the Sample ID text box above the gel
Sias061 - image viewer. You may use the existing Sample Name,
2493082 il
or create a new one.
[JonE
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4. Select/create a Sample Date.
Click the Analyze button.

When finished, click the Close button, or click the Exit %] button to close the gel
viewer.

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.

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.

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:nds the
| reaction table.
‘ | FindAliele [ |[zr2i=e [T [Force 1 || Ron Reset |
Re || | Click to sort
Max the table
61 62 |63 |64 |65 |66 |67 |68 |69 |FO | T1 72 |73 |74 |75 |76 |77 |78 |79 |80 |81 ﬁ% 83 by the
’_ 8D 8c 8B 8h SH a9G aF HE 9D | 3C SB | 94 |10H [106 |10F |1 10D (10C |10B |10A (11H |11€G |11F selected
Cross Loci ¥ td i Ed td "
Sample Rxn \ we! )
A%01:01:01:M reactions.
A01:01:01:02N \
Search by A%01:01.02 \
reaction ATDI0102 \
A1:01:04 \
pattern AD1-01-05
A%01:01:06 \
A01:01:07 \

Bead ID’s for LabType tests used in combined
analysis with the current Micro SSP 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 Yellow.

Cross loci wells are identified with the pound sign (#).

Salmon background shading indicates a false positive.

Green background shading indicates a false negative.
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Working with the Reaction (Rxn) Tab

Positive reactions are displayed as an “X” on the table, (blue for the current sample and
black for the remainder). 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 [ ] button.

Double-click in the gray and light blue area just above the table, (see graphic) 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 Search by Allele field, (top left corner of the Rxn Table) and click the
Find Allele button to search and 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 a gray tile to the left of an allele name, to move all the beads with that reaction to the
left. Click the Rxn Reset button, (just above the Max button) to reset the table to its
original configuration.

When a column header, (along the top of the table) 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 LABTYype 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.

Cross Loci
Rxn Table column headers Sample Rxn %
A28
|23 [34 |4 |42 |7 [8 |1 AFZ:E2N

3B 5G l1E 3K 18 1A ]

O | e

=

Click on a gray tile to the left of an
allele name to move all the beads
with that reaction to the left.
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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 =0

Maximum setting = 4

e In the # False Rxn field, click the up or down e
arrow to change the number of allowable false #false [3 = | Force 1 || RxnReset
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 1 button to force Fusion 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. Inthe 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.

[lCombined Analysis -0l =l
Current Sample ID : G0231

PatientlD: 11332

Well

Nomenclature
Position Dat

Locus | Analysis Date e

) Session
Combine| Sample 1D | Name Catalog ID

Mote : For Combined Analysis the sample must be saved. Analyze | | Cancel |

Z)

2. Select the desired previous session(s) by selecting the associated Combine check box on the
far left.

3. 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 | Reanalyze Combined | htton.

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.
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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.

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:

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

HFR-MAN-v3.x.x-EN-00, Rev 0
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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 the software.

e 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.

e The results display one allele pair per row.

e Possible homozygous pairs are flagged in the Comment field.

Pairs I Match |

DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
DRB1*16:02:
A

01

01
01
01
01
0l

DRE1*16:
DRE1*16:
DRE1*16:
DRE1*16:
DRE1*16:
DRB1*16:
DREL*16:
DREL*16:

Possible Homozygous.Ambiguous. Non-amp at NC Well (1H) g

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.

HFR-MAN-v3.x.x-EN-00, Rev 0

Double-click
a pair to
assign them

The Final
Assignment
area

The Manual
Entry Box

Pairs I Match |

DRE1*04:04:05
DRB1*04:04:05
DEB1*04:04:05
DRE1*04:04:05
LRBE1*04:04:05
LRBE1*04:04:05
DRE1*04:04:05
DRE1*04:04:035
4

DRB1*04:
DRB1*04:
DRB1*04:
DRB1*04:
DRB1*04:
DRB1*04:
DRB1*04:
DRB1*04:

(or pairs) and click
this button to send
them to the final

Assigned Allele Pairs

assignment area.

»>

Click the “X”
button to
remove allele

_)

pairs.

Select an allele pair,
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The 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.

' Pairs

Possi
Alele DRE1
Hove your JEZW:
mouse pointer
over an allele
to see its code W:=:07:01/07:03/07:04/07:05/07:06/07:0

definition.

e 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.

Manual Allele Pair Assignment

1. Make sure you type the assignment in the correct allele code format:

e New nomenclature format: X*a#:##(##) X ####(####), where X = locus type and #
= code number.

® Previous nomenclature format: X*#### X*####, where X = locus type and # = code

number.

DOB1+03:01:04 DQB1+03:04

DOB1+03:01:04 DQB1+03:09

DQB1+*03:01:04 DQB1+03:10 =] Nal

c'I | v

Assigned Allele Pairs | x| w] Assigned
A manually
entered
assignment.

DEB1*07-01-01-01 DEB1*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 and into the Assigned
Allele Pairs text box.
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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.

Possible Allele Code

7:JKZW DEB1*07:JKZW
JEZW:=:07:01/07:03/07:04/07:05/07:06/07:207,/07:08/07:09/07:100/07:1

Possible
allele code

Allele code
definition

4| 2l

Assigned Allele Code

Assigned

allele code DEB1*07:JKZW DRB1*07: JKZW

e 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.

e No Solution s 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.
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Manual 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 New nomenclature format: X*a#:##(####) 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.

Press the Enter == key to move the allele code you typed in to the Assigned Allele Code field.

Assigned Allele Code % IV |
DRBL*07:-:JKZW DRB1*07:JKIW

IDR};';J.*DT :JKZIW 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:\OLI1 Fusion\data\NMDPExport, but the location can be changed by modifying the
Interface path (see the section: Setting HLA Fusion Default URLs and Directory Paths). Code
information is appended to the end of this text file as it is added; the newest additions are at the
bottom.

1. From the Possible Allele Code area, select the XX code to enable the NMDP Code
Report button at the bottom of the screen.
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Possible Allele Code
0l:0a| ||c*04:EX1 C*04:XX2
01:0 C*04:XX3 C*05:HGE Select XX
01:0 C*04: C*06:05 code here...

x4
01:0 5

| x |V Assigned Allele Code

..to enable
the NMDP
report
button here.

ar Ass[gnmentl Click the

= “X" button
L] More T§  to cancel.

2. Right-click the Report[®+] button and choose one of the following:

To send the unknown code information to NMDP, select i
Direct Request NMDP. I I Direct request NMDP % |
= IE Save in text file re Tests [

e Toaddthe ur!knqwn code information to a text file, — nom:: SRR ==
(default location is Cz\OLI
Fusion\data\NMDPExport), select Save in text
file.

e To add the unknown code information to an Excel file, d
(default location is Cz\OLI LJMQP.:\Sdteas\:vedngéé oo v
Fusion\data\export\NMDPExport), select Save in §5°_20111222133904 SSPR1-C04 002 7.5
Excel File, or simply left-click the mouse button.

Py
3. 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.
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The following shows examples of each result:

HOME | CONTACT US | SITE MAP
BIOINFORMATICS.NMDP.ORG

HLARLSOUHULS | SLARCH STRATLGLS | PUBLICATIONS | LOUCATION | POLCLS

s ERE Home » HLA Repoerces > Absin Codes » BHA Type Lookup Too

& ~F Direct to NMDP
= HI.A Resources

DNA Type Lockup Teol

HLA Resowrces

SiiEs B Mirrnsaft Feeel nmdp_code_repart_Macen SSP_200111222133%904_S5PR1-C04_002_07.c5v (=] S|
Update to NMDP allel = -
coge nomensiature Allale Code Update to V. ‘S Be ESt Yew Jwert Fgmal Took Qata  Wedow Hel  Adobe POF pesquestonforhen = o 8 X
S DEHIE SATR DB F -0 B2 BSw: -@lic - p EA- J
P, A1 - £ locus
Lists X A | B [ € | o | E | F | &6 [ H [ 1 [ 4 [ K [ L [ M
Locus: 1 flocus —Jrote =
€A ce aE 04:01/04: 3304 35/04: 37/ 0d: JE04: 30D 801044 170427044 5704 :44/14: 4504 46/04 47104 48/04-49/D4: 50/04:51/04: 52104 5 304
Corsr CooRes (I3 c 04 01/04 33104 35/04 37/04 I204 3004 20004 41/04 43704 44704 45/04 6104 47/04 8104 4904 6004 51704 5104 5304 5404
Anale Code Maiing NLU RN ols s il | I
- ol
Rl 1iienciature: Visrsion: ;
]

XX code saved
as a spreadsheet
(.csv) file.

139/27
31/27:39/27
139/27 41727 :45)

XX code saved as

rew code: T
W] 5= 11:00,/10 102,11 103,11 07,711 112,11 s 21N/ 1122211 020,11 30,112 32/11 0 37,711 241 /11 142711 : 4611 : 4 a text, (.tXt) file.

source:

Sension o T32_T_a_9_TNINS

sample 1o @ 2493087

Comput er Ass igrment

A*1lixxl A*69:0L

] :e:11:00/11:02/11:03/11:07 /111211 0 2AN/11 222 /11 :29/11 :30/11 0 32/11 037711 041 /11 :42/11 : 46/11:47 /1

| |

L

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.

[v]
Assagn> 3 Assign Possible Allele Code

| Assign All

You can make other code assignments one of two ways:
e Type an allele pair, or allele code into the Other Assignment field.
e Click the Assign V 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
assignment(s) into the Other Assignment field.
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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 Itis not 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.

e 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.

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

Cwd Cwd
Cwd C-

—

Cwd Cw7
Serology { Cwd C"Blank™

Equivalent

[ ]

(e

"Blank™

Allele C*04:01:01:03 C*06:05 Assign

Related C*04:01:01:01 C*06:05 f’
C*04:01:01:02 C*06:05
pairs C*04:01:01:04 C*06:05 ¥
= button

Assigned Serology

Serological .
assignments
Remove

button

1. Double-click a serology suggestion, or highlight it and click the V (assign) button to copy it
to the Assigned Serology field.

e Select the a serology equivalent and click the X (remove) button to remove it. Or, select and
assign a different one to replace it.
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Translate (non-current nomenclature format only)

The Translate button 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 fields are displayed with the sample results in
the current analysis session, data look up and reporting functions in HLA Fusion.

1. Inthe analysis window, type sample comments into the Sample Comments field,
(located just below the Assignments area).

Or, double-click in the User Comments field to open a larger writing space.

ETE
Your own
Comments
(255 characters
maximum)
Possible Homozygous. Possible cross locus reactivity on Well 1G ;I
Comments (A).Ambiguous.
entered by
HLA Fusion
ld |
Cancel
[ox | |

Comments are only saved after you click the Save button.
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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.

lent II:*"'_'I4 XXl C*04:

e In the analysis window, click the More Tests check box, located [l More Tests
below the Assignments area. | 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.

Preview or Print Reports

You can view/preview a Micro SSP report for the current sample by using the Preview Report
and/or Print Report buttons on the HLA Fusion toolbar.

Reports Data Sample Pabent Info Profie Ut

5 ‘

Patient Summary
Patient Typing for Batch
Patient Custom

In the analysis window, click the Preview Report button &l or
the Print Report button ISl to display a list of reports you can
preview or print for the current sample.

Molecular Custom

Custom Typing Results by Sample
Allele Code

Alele Summary The drop-down report menus are identical whether you are

Molecular Typing Summary previewing or printing a report.
Custom 55P Report

55P Report

Note: You cannot create a new Molecular Custom report directly from the analysis screen.
The only custom reports available from the analysis window are ones you previously
created through the reports window.
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Assign Coded Results

Use the Assign button to designate and save all unambiguous possible coded results, (those
results for which there is only one coded result).

Save Assignments

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 the analysis results.

e 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.

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.

After opening a session:

e Double-click a sample in the Summary Table to go directly to the analysis screen for that
sample.

e Click on the Field Chooser button to the left of the table headings to display the Field

Chooser.
The Field Session : Micro SSP_20111222095647_SSPML02_003_07 Catalog - SSPMLO2_003 07 &
Pessible | Pessibl
| [sample  © ¥|Patient |Locus Comment | 2557 Mlele | Allele
Chooser =¥ Comment |50 | Codez
button b |1 | BSmithD016004 B

¥ Analysis Date =
¥ Analysis User

¥ Assigned Allele Code
¥ Assigned Allele Pairs
¥ Assigned Sero

F Bw

¥ Confirm Date
¥ Confirm User
™ Excluded
?Falseﬁxn
?Famlly a
¥ ImgtVer

I~ LocalID

¥ Locus

[~ More High Resolution
[V More Test

¥ NomenclatureDate
[¥  Other Assignment
¥ Patient

™ Possible Allele Code L=

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 Summary 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
SSP_Layout.xml.

e Click on any column header of the Summary Table to sort the

table by that column. The small Up « or Down ¥ arrow in the _ _‘$ SIh XN
. . R R Session : Mizro 55P_20111222095547_59
column header indicates the sorting order: up for Ascending and I T
down for Descending. Paient  Cataslog | Locus
® Youcan also click on a header and drag and drop it to change the Bsmith00 | SSPITE02_ | AB.DRE1.DRS
column order.
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=
® You can save any modifications you've made to the layout by
clicking the Yes button in the message box when it appears. @ oo vouventio save e Loy
Your changes are saved for all future Micro SSP session summaries
on this same computer until further modifications are made and Yes No

saved.

e 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:\OL1 FUSION\data\report). The
file will be saved in the Excel spreadsheet (.XLS) format.

| P || Prevew || EBpot |

e Click the Print button to create a hard copy of the Summary Table.

e Click the Preview button to view and/or resize the Summary Table before printing.

~=lolx|

File View Tools

) am ot e, @ : D 10% -@ <
S| o i_lﬂ 2N S ®ia
M 41 P M@ @i

-

ion : Micro S5P_20111222095547 SSPMLO2 003 07 Catalc

Sample < | Patient Catalog Locus

BSmithD015004 | BSmith00 | SSFMLOZ_ | AB.DRB1 DRE3

+

2

B | o

Click and drag up to zoom in or down to zoom out Page: 1of 2

In the print preview window, the page view slider on the left displays icons for each page of the
report.

e Click on a page representation, (left side) to display that page in the preview window on the
right.
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Navigator Right-Click Menu Options for Micro SSP

HLA Fusion provides special menu options which are available when you right click on either a

session, or a sample, in the Fusion Research Navigator.

Session-Level Options

There is a special session-level menu that displays if you right-click on an active session in the

Navigator, (select the session first with a left-click) which allows you to reanalyze with new

nomenclature:

B Mawvigator

" Group: i~ Product 1 Test Date
gnment " Catalog ' Session Date

J0BBIARR

B 12122/2012

s/Catalog
28" *F Micro SSP EEI‘H112335‘554.7k

% Micro S5P_20111220114141

Reanalyze using Mew Setting

Reanalyze with New Nomenclature

This feature allows the session to be reanalyzed using a new or

updated catalog.

7 Select New Product

HLA Fusion®

=1lox

New Catalog ID: |$SPML02_003_07

-Arlalysis -Cam:el

After right-clicking on a session, the Select New Product screen opens.

2. Rename the session.

3. Click the drop-down arrow ~lin the New Catalog ID field and select a new catalog from

the list of available catalogs.
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

- 1211872012
. 88 Micro SSP_20121219085

Two menu options are displayed if you right-click on an active
sample in the Navigator, (remember to select the sample first -
with a left-click).

Related Records
Side By Side Analysis

G2 |

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 L.

¢ 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
-h‘h"'l-.__
—t —
2493029 ~ld « > »l

e 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

=l

I 3|
HLA Fusion” 0000000

Sample | Patient ID Session Catalog 1D
Micre 55P_20121226085224_SSPMLDZ_002 07 | S5PMLOZ 003 07

Micro SSP_20121526085334_S5PMLO2_003_07 | SSPMLOZ2_003_07

'VJONE LAMBDA ® ® ®
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1. Right-click the sample, and select Side-by-Side Analysis.

2. 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

Current
Analysis

Previous
Analysis

e Each window can be resized and moved by dragging and dropping.

e Click the Side-By-Side Analysis toolbar button again to cancel the comparison display.
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Quantiplex Beads

Quantiplex Beads™ data can be imported and used during LABScreen Analysis. When imported with
LABScreen sessions you can view SFI values in bead pop-ups and raw data tables in the LABScreen
analysis window.
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Entering and Using Quantiplex Bead Information

You can select different Quantiplex Beads Sessions for use in LABScreen analysis. Quantiplex Beads
Sessions cannot be changed after they have been imported.

From the Main Menu you can:
e Enter Quantiplex Beads sessions
e Select a Quantiplex Beads session for use in LABScreen Analysis

* View Quantiplex Beads SFI values in LABScreen Analysis

Acquiring Quantiplex Beads Data

1. Select the Quantiplex Beads button from the home page panel, or the Quantiplex
Beads [¥] button on the Fusion toolbar.

The Quantiplex Beads Home page is displayed.

Click to open the
Catalog Manager

S
L N BN N

Click to open the Update
Reference file window

HLA Fusion-

Click links to |~ Quantiplex Product and C ~a
display selected Lost Update Date: 12/3/2012 e
Catalog, Active Catalogs: 2 Reference file Updates: 0 CIick to open the
wor:sl;ee.t, or roductD Available Update
probe/primer - — Reference window
documents. || Catalog EatslogDescriy)
LXONTPLX 001 01 QuartiplexTM Beads, Lot#001
LXONTPLX 002 00 QuantiplexTM Beads, Lot #002
Note: If you are not using the default Fusion user interface, the data and links shown on the

right side of the window are not displayed.
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Quantiplex Beads

™ Include Imparted

c:\OL1 Fusion|data\session 2. If Luminex CSV files have not already been loaded into Fusion,
e click the small folder (T icon located at the at the top, left.
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).

|
g(:)v‘ - dats - session - Data Reference Files = Quantiplex = \ﬂ/l Search Quantiplex 5
Organize *  New folder £ v Ol @
— 2| hame - Date modified [ ype ) A
Select Luminex session(s) from the Select CSV
B -‘i"j“ ] Quantiplextest101006_ID78.csv 10/10/2006 405PM  Microsoft Office Excel Comma Separz Fi Ies LISt
o Musc
= Pictures - =
B o 3. Click the Open button.
o3 Homegrouwp
1M Computer
& ) - -
o . | 4 The Quantiplex Beads Session Import screen
File name: | TSRO, ] [csyFiles e =l diSpIayS.
4
Date will be highlighted
yellow if regional settings do
Nomenclature / not match between the
Session  Catalog IMGT version current CSV file and Fusion.
. Current = =
(b:!'lgvlf/st(e) Quantiplex Beads / E
for Session 1D : [MESFQCT, | Dde: [e/272012 4 s/zxz[n?%_ Samples: [ 2 =
CSV YT inciude mported File Path : [C0L1 FUSION dats\session Dat*F!e‘ference Fies" QuantiplexglESFQC csv
files = Catalog ID : [XGNTPLX_001_01 =] [NOW/img
Luminex e
cSsV [ mpot || quantiplex sF1 ][ Patient List || Close
ses?illon wel ‘ Sample s Select Quantiplex
es TRIAL 1 hd r
- [e7 TRIALZ - [N
< | »
Q Home
6 LABType
[557) Micro ssP
9% LaBscreen
LAT
Lcr
&, | Fowpra
%} Quallti:liQQaﬂs

Ay
Quantiplex Beads
Home Page button
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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. On the Session Import Screen, 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] link on the Quantiplex Beads
Home Page. The catalog drop-down list may not be immediately updated if you
downloaded the catalogs during the current import session. In this case, you may need
to click the Home £ button and then click the Quantiplex Beads || button again to
continue the import process.

5. Place a check mark in the Select Quantiplex check box Wel | Sample | S3ME Select Quantiplex
for all samples you want to import. A7 |TRIALT |0s072012 /7] [ ™
B7 TRIALZ  |08/06/2012 Nz v

6. Click the Import button.

The sample(s) are imported for use in LABScreen analysis sessions.

Start LABScreen Analysis with Quantiplex Beads

Quantiplex Beads values can be viewed only with LABScreen Sessions started after the Quantiplex
Beads Session has been entered.

Start the import process for a LABScreen session with which you want to use Quantiplex Beads.

1. From the LABScreen import window, select a Quantiplex Beads sample from the Quantiplex
Beads drop-down list.

2. Once you click Import for the LABScreen session, the selected Quantiplex Beads sample is
imported as well.

View SFl Information in LABScreen Analysis

You can view Quantiplex Beads SFI values for each bead in the bead information pop-up or the raw
data table of a LABScreen session.

1. Place your cursor over a bead reaction bar on the LABScreen Analysis Window to view the bead
pop-up with SFI values.
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[Findag | sortag [ exd.ag [ ona % | Force rve | Use Default |GraphRaw| Adj. Cut-off
160
14d
128
112
£ 3
80
B4
48
32
1% ‘]

5 = % W 0 " m o T 7 3 T n 0 ¢ a 1
MICA o b b= B NBead 10 : 011 S 5] 5] = = = ]
MICA ! ] v ) ' + |Bead Count : 174 ' i 4
MICB . ' ' ' * |Raw Data (Trimmed Mean) : 221.53
MICB 0 . . . . + | Sample Negative (NC Bead) | 37,93

Background Raw : 170
Background HC Raw : 48
Baseline Mormalized Value @ 61.6
NBG Ratio 1 1,65

Theeshold @ 1

Specificky | MICA1Z

SFI (Mermal) : 1603.527

SFI (Raw) : 5580.458

Click the Raw L=+ ] button on the LABScreen analysis window to display the Raw Data table with SFI
values.
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View MFI Information with Quantiplex Beads

The Trimmed Mean Fluorescent Intensities, (MFI) of test samples can be converted into Standard
Fluorescent Intensity (SFI) units by using the linear standard curve obtained for the Quantiplex Beads
read in parallel on the same machine.

1. If Luminex CSV files have not already been loaded into Fusion, click the small folder (Ticon
located at the at the top, left.

2. Select Luminex session(s) from the Select CSV Files List.
3. Click the Open button.

The Quantiplex Beads Session Import window displays.
1. Place a check mark in the Select Quantiplex check box.
2. Click the Quantiplex SFI button.

The Quantiplex MFI screen opens.
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| HLA Fusion® LG ICCC)
Selected Fle: | MESFQC csv
Catalog: | LXQNTPLX-MOCK_001_01
24281
22075
21 .5
21853 //zl‘3
13425 //
16397 /
14569 ‘/
12141 /
712 /
- i
48
4836
228 3 263
3 2815
(1)
Bead 4 I 67 91
BeadlD  %Dif n Range Tmmed Hean
" 3l o= Il csvmRA
- ™ I Cstzloq MFI
& 35| Yes Print Screen.
&7 R
[JONE Lameon @ @ @ |

HLA Fusion plots the linear standard Curve of
Quantiplex Beads using SFI (y axis) vs. Trimmed Mean
(x axis), both plotted on a log scale.

If you select more than one sample, Fusion plots the
average values.
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Session Summary and Logs

What is the Session Summary?

The session summary table presents a pre-analysis of the results. It lists each sample in the session
and their saved analysis results. This option allows you to quickly analyze a session in HLA Fusion™
Research, and save it for later review and final assignments. You can graphically view samples during
batch analysis, but no final typing assignments are made. The summary table can simply be launched
by clicking on a session in the Navigation tree.

Note: You can return to a session summary from the Analysis Window any time by clicking the
<<Summary link at the top of the HLA Fusion™ Research toolbar next to the Sample/Session ID.

Example Session Summary

The figure below displays the session summary displayed by clicking on a session. The summary table
displays the analysis results for each sample in the selected session.

Session ID

Consen'Sym 2012000915028 | Semples 31

Select | More Teat | Sample (0| Pabertil) | LAST ype Seasion | Dute | Catalog (0| Locus| Femarks | Posaible Allole Pairs | Seasion legtNom | &5
] False e A

EBT ImgtHom Stabsn | Imgitiom Maich | Zassgred Alleie P | Aasigned Allcie Code: | Aiele Code Debrabon |||
I T OUANARY 2002 Hict Flead | No

R T e I UL R e T I g B T W e T
Session Summary Screen (ConsenSys)

Creating and Managing Session Logs

With HLA Fusion™ Research, you can create log files of your analysis sessions which you can then
print or archive.

Creating a Session Log
1. Onthe HLA Fusion™ Research Menu Bar, click Data.
The Data Management Screen opens.

2. Provide all necessary session input information by using the drop-down menus and search
buttons on the left side of the Data window.
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The Data Management Screen

Sorted Select Level
¥ Select Al |5 Session Date ¢ Test Date  Session " Sample ID  Patient ID
Session:  [QuantiplexBeads Test j Session Info
Sample ID f EI Session: | ‘
Catalog 1D: | ‘
Catalog Type: l:l
Patiert ID- [15381 EI Tray Status: l:l
Sample Count: l:l
Analyzed Samples l:l
Session Status I Processed j Confimmed Samples: l:l
Catalog Type: | Cuartiplex Beacs 7| Achived: [T
Catalog ID: |LXQNTPLX_002_00 4| Tiay Remarke:
Test Date I J ~ I ;I
Session Date: | 3/13/2013 x|~ [3/1272013 x|
Archived/Active: Iﬁ

3. Once asession is selected, its information is displayed on the right side of the window where
you can add information.

4. Once you have all information you want to include in the log, click Save.

Managing Session Logs

1. Onthe HLA Fusion™ Research Menu Bar, click Data.
The Data Management Screen opens.

1. Provide all necessary session input information by using the drop-down menus and search
buttons on the left side of the Data window in order to bring up the session you want.

2. Once you've displayed the session log you want, use the Archive Unarchive
and Delete buttons at the bottom of the window to manage the Session Log.

Printing Session Logs
1. On the HLA Fusion™ Research Menu Bar, click Data.
The Data Management Screen opens.

1. Provide all necessary session input information by using the drop-down menus and search
buttons on the left side of the Data window in order to bring up the session you want.

2. Once you have displayed the session log you want, use the Print Session Log
button at the bottom of the window to print a copy of the Session Log.
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Reports

HLA Fusion™ Research provides different report formats in which to output your analysis data
and results.

From the Reports menu you can do the following:

Create, print and export reports for analysis data for all supported products
Create custom reports for which you determine content type

Create reports for electronic submission, such as NMDP HML reports
Store as many as 18 reports in a “My Favorites” list for convenient access

Modify the appearance of any report, such as fonts, formatting, and background colors
(supervisors only)

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
the Microsoft Office Document Image Writer from Microsoft.com.

In addition, you can print and export these reports directly from an analysis or batch summary screen.

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 should take to create a report from this window:

Ea A

Select a report type.
As needed, select criteria to refine the report data, such as the date range.
Select the sessions or samples to include in the report.

Select the View Report or the Export Report button.

Accessing the Reports Window

Access the Reports window in one of two ways:

On the home page, click the Reports button in the Fusion Explorer.

Or click FRererts on the Fusion menu bar.
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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 I&2 dialog box. If no session are displayed, try modifying the date

range.
Set the Shortcuts Create a
order and to other separate
sort criteria Fusion Toclose Report
for report menu the reports for each
columns. options. window sample View,
Rteport —~wm Gererk Ty MEIESE e Aribody iy || Statsitabe, Mecelaneous |My Favonte |J CUStomize'
ypes Vit 10 | = Summery | View fecords ]’;ﬁ ko | Close export or
Seain = = Tt 1 Samphs Per Report ™ Transiste ables email a
Date range || s ALY e E ﬂ Hewin 5 M| e ][ g e [_ et o ][ comomae e ot report.
* < eport OF
. for e Y Mame: ) & - Report
displayed Yokt [ 3307022 I S0z title
sessions S e
. 17 ickade ol reconde For sapits | cessiens Samples [ chow selected somples
Click to ot ol combined snmples Tl Bine 7] Locus Tyee ] Session ] Nos | WM ] boce ] el ] ell Soatus ¥ PaiemiD ] AnalyaedBy V] AnalyssDT ]
filter W|
sessions b - -
ot Local The ,7 - .
selectez:ll Cataoy :... o List f:>f
criteria Caralog 10,1 " :c.alssmr;s
$A8,Co CORBL - i tere
You can : wtTygm : [Molecuar Typing, m.q,med.c: by report
H L ]
paira || ‘e B | type and
Catalog ID e ] input
[ ———————
aa:a:: I,E;tecsﬁ Sacaple Protis criteria.
More Tests Needed
alleles in Cte Ow SN
Mates Remarks Added
the allele Oves O Ba .
pgir or T mw:mu = =1 Required: arefully review all HLA Typing and data in all reports for accuracy.
assigned i
allele field.) Criteria to Select a tab
refine report to view either
data (filters by session
the displayed or sample.

sessions)

Select Report Type

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

Patient  Generic Typing  MicroS5P 550

Generic Antibody

Spedalty  Statistical  Miscellaneous My Favorite  Tools
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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:

Patient ID: =
Session: =

1. Enter a Patient ID, Session or Sample ID somple 10~ ”
fields, or browse for the information using
the Browse L] button. i

Specificity:
- Test Date: D . D
2. Adjust the date range. Use the drop-down | .~ .

calendars in the Session Date fields to
[ 1ndude all records for samples

select a different start and end date. [] Indude all combined samples
Click to filter sessions
|poset | |_rma |‘ by selected criteria.
. Local ID: = I:I1
3. Enter or browse for specific sample or . m B '
session characteristics or status (see Y ~ ]
below). Locus: = -]
TestType: = EI
Tech ID: [; v]
4. Once you set criteria and click the Find Session Status: [ = -
button on the left panel of the Reports Sample Profile sample, session
window, the session list in the right panel “gj;emgeifd - status or other
of the window filters accordingly. R characteristics
Oves OnNo @ al as search criteria

Analysis Data Exists

@ ves Tno O al
Assignments Made

Dves Ono @ al
Generic Ambiguity Exists
Dves Tno @ al
False Reaction Exists

Dves Ono @ al i

LBSW Generated

Oves Ono @Al
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Session/Sample Selection
® Inthe Samples/Sessions list, click the 4 sign next to any session to expand the display to
show its samples.

View by Sessions
or by Samples

Session: Samples }
. 4
A session with Includ =7 Session | TestDate 7|Product Type ?| Dpera{
some, but not all == RSS02345_008_03 04/30/2013 S50 ESmith {)
samples selected ]  OL?000_DR_L16_ID756 031472013 S50 ESmith
O]  6202011CLOC101495210459 06/20/2013 S50 BSmith Sessions
A session with all —-b 4-3-12 QAP RSS02345010_ID1147  04/03/2013 550 BSmith
samples selected ’
= [  2-12-2010 DRB1 Locus DZ 021212013 550 BSmit

Includ 7| NE 7| NM 7| Mor 7| PatientlD  ¥| Sample  w|wel 7| A
[

[l [ [ [ 25468 1 Batclf
_ B B B | = 25463 2 Batchy
0 O O A 25470 3 Batchf
sample _<: : B | BB B 25471 4 Bat?'
5 [ ] O O O 25472 5 Ba
' B | BB E 25475 6 Batq
B B BB 25476 7 Bat?“
]

SV W Y RSB M R

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:

Sessions | Samples |
Includ V| Session | TestDate <r|ProductTy ‘77| Operator V‘ Session Status 7| Session Date V|
H W ConsenSys_20120809054430 08/08r2012 ConsenSys ESmith PROCESSED 08/092012

Select Al
Deselect Al

Analysis Select & Miooss |

Category Select » KIR. 3

ConsenSys

Quantiplex Beads

e Select All: select all sessions and samples for inclusion in the report.
e Deselect All: deselect all sessions and samples from inclusion in the report.

e Analysis Select: specify the analysis product report type (Micro SSP, KIR, ConsenSys,
Quantiples Beads, etc.)
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To create a separate report for each selected sample, select the

check box next to 1 Sample per Report. 1 Sample Per Report

View Report BExport Report

L=

View, Print or Export Reports

e 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

—
4, Molecular Custom Report ‘ ‘ 3 [ |
W& T2 r M1 252 8 -

Main Report

Smith's Custom Report

LabName: OneLambds, Inc. Lab Code:

Institute:  Onz Lambdz Instinte

Streat: 21200 Oxnard Straet Contaet:  Dy. Emilia Johnsen
Lab City:  Oznard StateProviee:  CA Emal:  emzl@oliorg
Region: NEW Zip/Postal Code: 91361 Phone: (818) 553-1212
Country:  USA Fax: (818) 333-1212 - .
Now: The Report Viewer contains
SampleID: 25468 Local ID:

[ Sample Date: Test Date Feb 12, 2012 VaI‘iOUS t00|bal’ bUttOI’lS tO
SessionID: 2-12-2010 DRB1 Lous DI Catabg: RSS02B1_015 09 Locus: DREL Test Pos: a"OW you to eXport, print and

Luminex: Luminex 10018-23 .

Commet  LowBeadComt navigate through your report.

Control Values

Exon? ABC 2916 DQAl DQEL DPAL DPEL The fu nCtionality of these
Exand  ABC Daal DBl DAl D251

Bronddt A B p ) buttons is described in the
o — following table.

m

Interpretation f
Asstgned Serchey:
Sequence:

Test Reaction: S1S11811181111811111181111111811881181118111111118I8IIT111N11111111188

Close Reaction Beads:
Test Details:

Bead Allele Specificity
001

: 5; 3
I et 2831333538434 34 T4 RTHITE 16466697 2:01-T2:0274-TT8
.

e A dbiinn s A N a7 800 BRI, e it anana
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Report Viewer Toolbar

W & = oM |1 s M -
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,
L > M these buttons allow you to move to the first page, the next
page, the previous page or the last page.

[ﬁ Find Text: Clicking this button opens a text box which allows
you to search and find text throughout the report.

T Zoom: Click the down arrow on this button to choose a zoom
(i ~ setting, view an entire report page, or view by the report
page’s width.

® Toclose the Report Viewer window, click the Close button k2 in upper right corner of the
viewer.

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
(_:; (_) || - OLIFUSION - data - report ~ & | search report E‘
File name: I j

=l

Save as type: IMichsnft Excel (*,xds)

~  Browse Folders | Save I Cancel |

g
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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 the OK button. By default, the file is saved in C:\OL1 Fusion\data\report.

4. You can also export a report by clicking the Export Report button on the main
Reports page.

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
often. 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

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).

e Select My Favorite > Add to My Favorite.

Add a new report to the My Favorites menu.

[ My Favorite Tools

| Add to My Favorite 1.,

& H Remowve from My Fauoritg{"

[ Exwont Repont ]| Emast Repont

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 Favorite I

Add to My Favorite Saved reports are
Remove from My Favorite listed below this line
and can be accessed

Combined Sample - Generic Typing ; l 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.

HFR-MAN-v3.x.x-EN-00, Rev 0 122



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

2. Select My Favorite > Remove from My
Favorite.

My Favaorite l

Add to My Favorite

Remove from My Favaorite % |

Combined Sample - Generic Typing

The report you selected in step 1 is no longer displayed at the bottom of the My Favorite menu.

HFR-MAN-v3.x.x-EN-00, Rev 0

123



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

Report 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 font style, size and color as well as the location of text and data fields on
the report.

® HLA Fusion automatically launches the report designer if it is installed in the default directory
(C:\Program Files\Business Objects\BusinessObjects Enterprise
12.0\win32_x86\crw32.exe).

e Use Notepad to open the OneLambda.Fusion.Interface.exe file, located in C:\Program
Files\One Lambda\HLAFusion\1VD. Make sure that Crystal Report Designer path name is
entered on the following line of this file (see figure below): <add key="ReportDesigner"
value=""C:\Program Files\Business Objects\BusinessObjects Enterprise
12.0\win32_x86\crw32.exe"/>

Editing
OnelLambda.Fusion.Interface.exe

I Untitled - Notepad
File Edit Format Yiew Help

<7xml wversion="1.0"7>
<configuration>
<configsections:
<section name="exceptionManagemant”
type="microsoft. Applicationglocks. ExceptionManagemeant. ExceptionManager sectionHandler,microsoft. spplicationglocks. Excep
tionManagement'' />
</configsections>
<exceptionManagement mode="on">
<pubTisher assembly="oOneLambda.Fusion. FusionCommon" type="oneLambda. Fusion. FusionCommon. ExceptionPublisher”
filename="c:“FUSIONError.log" operatormail="customeringuiry@onelambda.com” />
</exceptionManagement >
<appsettings:
<add key="Connectionstring” Va1ue— Data source={local JNSQLXPRESS_2008;Initial Catalog=FUSION_130_0616; Integrated
Security=ssPI;Connection T1me0ut 300;
<add key=" SMTPServer value=" I>
<add key="sMTPUser” value="gjha@oli.com" />
<add key=" Defau1tMa11InfD value="xm1" I>
<add key="Contact" walue="Contact Mame" />
<add key="FusionGUIMode" walue="Crescent" />
<!l—— optional walue "Wavigator" --»
<!——RUO wersion--»
<add key="pProductkey" walue="{}" />
<add key="rReportrath" value="C:“OLI FUSION“FpPTY" I>
3 ey="Reporthesigner’ walues"C:sProgram F1

<a;; ‘ey="UserDatahaseMode’ vallue=' Server/standal Dne >
</fappsettingss
</configurations

® Please note that all the report files used in HLA Fusion are installed in the directory C:\OLI
Fusion\rpt, 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 OneLambda.Fusion. Interface.exe file
to reflect the new location (see figure above).

e 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.
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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 Data 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.

" | Tools

Customize Report

| Setup Data Export M

Export Data

The Export Data Setup dialog box is displayed, allowing you to
select 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 category and fields. On the right side of the dialog box,
drag and drop the fields, or hold the CTRL key down and press the
Up/Down arrow keys to change the order.

7 Export Data Setup = ]
& Y
HLA Fusion- 000000 K
Export Name: I 'I (Limited to 20 characters)
Select fields/options Change output order.
#- W Patient - Patient - Patiert D B
- v Sampl Patient — Family |D
: y’; C:tmfe Patiert — First Name
’_' Catalng Detail Patiert - Middle Name
-/ Lataleg Ustai Fatiertt - Last Name Deselect All
=l Session Patiert — SSN
¥ Session Name Patient — Gender
- TSV Serial No Eiliﬁ - gﬂfic "
W Analysis Type Patient — Address
- Catalog ID Patiert - City
¥ Sample Count Patiert - State
£ e e ]
¥ Is Active Patient ~ Zip Code
- Run Date Patient ~ Email
-l Status Patient - Phone
--}# Session Date Patient — Work Phone
-~ Operator Patient - Cell
- Well Patient — Employer
= vl Well Detail Patient ~ Spouse Mame
¥ Bead ID Patient - Spouse Blood Type
i Court Patiert — Emergency Contact
Patient — Emergency Tel
4 Raw Data Patient ~ DCN hd|
% R =l
(JONELAMBDA ® ® ®

2. When you are done, click the Save button.

The new template is added to available export templates from the Tools > Export Data menu.
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Export Data - Select template

+ | Tools

3. When you are ready to export data, first select all the | Customize Report
sessions you want to include from the available list. 7 Setup Data Export

Then, select Tools > Export Data, and select one of the | [} exportoats b ot

Test one

templates. The Export Data dialog box is displayed.
frsrenms ]

Export Data - file save location

x
o =
K_)eﬂ . = OLIFUSION ~ data = export - - m“ \E‘
File name: I Fusion Data.csv ﬂ
Save as type: ICS‘.-I format (*.cav) j
~  Browse Foldersl Save I Cancel |
A

4. Select the format for the exported data—XML, CSV or Text. The exported data file is saved by
default in C:\OL1 Fusion\data\export.

5. Click the Save button.

Creating Custom Reports

Certain report types allow you to customize the types of fields which are included or excluded.

Note: For Molecular Custom reports, you must make sure the Free 3 of 9 Extended font is
installed on your computer—otherwise, the barcode will not be recognized. If needed,
you can download this font for free at http://www.free-barcode-font.com/.

To create a custom report, select a report type containing the word “Custom” in its name, (for

1.
example, Molecular Custom, under the Generic Typing report type menu).

2. Click the Setup button in the Report Option section of the window.

The Custom Query Report Setup window is displayed, allowing you to customize report content by
selecting from various categories and fields.
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]
o
HLA Fusion~ 000000
Type or enter the report name™ My C: lolecular Repor =1 \—IS“'"
‘ ' Lab Informaiion | 7! Alele Pairs Assigrmert
¥ Alele Code Assignment
‘ ¥ Approved By | ¥ Serclogy Assignment
‘ = | ¥ Suggested Allele Codes
|| Potiert ifo ¥ Suggested Serology
‘ [¥ SampleIDAocal D [ BarCode | ' Suggested Alele Pairs
¥ Sequence
‘ [¥ Sample Session Info | [ Other Assignment
‘ = | ¥ Force False
% Saved/Confimed info ' Match Foaction
—
[V False Rxns/Ambiguity Edsts
¥ Test Reactions
‘ ¥ System Comments ¥/ User Comments | ¥ Postive Beads/Welk Summary
‘ I Nomenclature Date | [¥ Close Reaction Beads
¥ PC NC Values
‘ ¥ NMDP/Local code update date |
¥ Test Details
‘ ¥ Cutoff Summary | [# Bead ¥ Values
7 Rm [ Recogniion St
CE= | P
¥ Specficty
‘ I Gel image (35P only) | [ check an || uncheck Al | | [ unCheck Al |
'V ONE LAMBDA ® ® ®

Molecular Custom report setup screen

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: To include all related fields, you can click the Check All button to select all the fields in
the category.

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

- Cam | | Cass 8 [ e | |
v | 5 | gowoheay | b | 5 | Seechoy |+ 5 | Soshory |
e ieamum is |; : S Foa 33 DOSDOZDRIT - : :
T ?
Er=n

BETCWTSTES & 2 = Low PC [<500) Low NC Raw Vaksa
50 eRRmeTHE 2 =
0 BEONERZIOE
Ll
*

BELCWIZN5E0 =
BES AR DEIAT =

bt

}5

- :W : L

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.

Micro55P  Generic Antibod

2. Click the Sample Summary button. The default tab is
Molecular. Sample Summary || i

3. Select an option from the Select Type of Data to Display
drop-down list.

(The window displayed depends on the option selected.)

Reports — Sample Summary Screen
o e sy

Mekeeuier | petbody |

Select Type of Datalo Dapley [ Assgrad Alele Prics Pranctype Assgremart - |
[Tonsaad Mk -~ =)

_ ofmi e ]
™ MemTomt o |[Remioroed HUDR Cther Code P ]
I Geritmg [~ HMDP : i ] .
I FaissRon 7 Ramaks g e e T | 2 3 H E E
c: | Compite
e J— |. Y e

Gervhmbeg Ll
e ] H z 3 5 g
3 | Compiets
™ MoreTest - H g -]
I Germig [ hMEP o = - ] .
I Flsan [ Ramsds |2 z = L] = : g
A ot
= | rl ] T
e ] HI H H E| | EI Hi

[omn ] [(pet | [(com ]

4. Click the Export button to export the displayed data as an Excel file.
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e Or, click the DNA button to export molecular specificities as an Excel file.

5. Click the Close L& button at 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.

p 3
Holecula | Antbody
it o Feed N ] Clpes | | Clser 8 [ e |
arvphs Nomms Tew | TesDaie Sewionil Casegd | = I e T 1 Pamaks
by DEnS000 |enxiee Leis Lo Maep [LSIAMRCEDN, | Py |20 | HE Bw pa1500.
1grian DN 2005 [oiaeie 1515 16 Bads |LIAMRCED. | Fos |13 | Liows HE R Vit
o N e e LT
i, s IR Liow HE R sk
[rrr— CRAREL. | For |30
Ewtetien | (M0 |nwe e e e |Seenc e Por |53
[rarsen tiog [0 Liow HE R itk
[ismespe01 o T | Pos |94
A an eten e I
[ b [Girevhe | Por 14 Lo HE R Vs
Cry— [Cimne | Par |3
T ARG | eg [0
] TRt [ Pea [40
...... [Cante T [heg [0 W T Pt & Mo ko ighee o ol
e e [neg |0
) (R T [ Pw &
o [Crereance INED
e e I
Eameiii) [SFABHICEI. | Pos |74
e [LSTRSROEIR. | Pas |34 Low C HawVishis
oun ARG, | Por |8
= CETRRRCELRT, | For (&
= e N
e [STRARCERA, | Pos |36 |AcACwlONe &
romtng e IE] lﬁ\;.zs_l:.«l :
] Pas 22 | | Liows HE Firw Ve
e Pos |72 Liow HE R itk
i1 Pos 33 |Cwl BROTAS = | Low B Cinsi
= [CIRANGE | Pus |14 |#S1RGASLw § Low B Cind Line N P Vs
= Girevhe | Por 52 | Low B s
Lane Cimne | bep 0
Line: Lasta o1 01 [ | Mea
e LRt T [ He [0
........... Pos [ Heg Lo Besd

Antibody Sample Summary Window

4. Click the Export button to export the displayed data as an Excel file.

5. Click the Close =1 button at the upper-right of the window to close and return to the main
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.

2. Click the View Records button.

3. The Data Display screen opens. Use the Arrow buttons to navigate through

samples.
Sample ID: 1 Session ID:  0407workshoprssoA_008_ID319 HLA Locus: A e ‘ " ‘ . ‘ e
Local ID: Catalog ID: RSS01A_011_08 Operator:
oca log - - View Analysis
TestPos: 1(A1) Test Date:  Apro4, 2012 [ More Test
Close
Notes: | =
HLAAllele Pairs Allele Code Serology Code
£
=2
F
<
A°03:02 A°68:01:02 ATD3:3041 ATBB02 A- A"Blank”
|A°03:02 A°68:01:06 p041:=:03:02/03:10/03:31/03.73/03:76/03: 106 |A-A-
'a' |A°03:02 A"68:07 (042:=68:01/68:07/68:11M/68:16/68:17/68:19/63|A- A28
P~ 03:02 A68:11N :21/68:24/68:32/68:33/68:37/68:38/68:41/68:47/|A- AGE
A °03:02 A%68:16 68:52/68:57/68:69/68:70 A3 A"Blank”
(ol -03.02 Av6E:17 A3 A-
A°03:02 A"68:21:01 A3 A28
A°03:02 A°68:24 A3 ABE
NCBead: 035 NC Raw : 13.310000419616
4| | Bead | Recognition S| PC Bead | PC Raw | Cutoff | Default | Raw | Mormal | Rxn | Probe Specificity =
» 002 5—T—12 013 2402.16 5 25 13.85 0 1 AT02:243; AT11:43; A24:82,
003 75-ES-RIBD 013 2402.16 45 45 11.74 1 AT02:81/124; A°23:36; A24:
004 53--R—60 013 2402.16 50 50 13.14 0 1 A | |
009 [155-Q-A-159 032 2055.63 60 60 15.1% 0 1 4
010 [61-RN-65+ 013 2402.16 20 20 16.04 0 1 A°02:55; A°26:03:01-03.02/
011 75-VD—80 013 2402.16 35 35 372386 185 2 AT01:13/28; A°02:01:01:01~
012 B2E-GKBE 013 2402.16 60 60 11.86 0 1 A02:46/48/129; A°03:30; A"
013 Positive Cont 013 240216 100 100 2402.16 100 2 Pesitive Contral (Exon 2)
015 111—E-H-11 032 205563 35 35 11.91 0 1 A"02:52; A"03:43/82; K246
017 78-RIALR—8 013 2402.16 25 25 1052 0 1 A02:81/8711211241129/136
019 - 013 2402.16 25 25 12.41 0 1 A®02:05.01~05:04/06:01~06:
020 03 240216 20 20 1022.92 42 ] AT07:01:07:01~01:31/01:33~
021 B3N 5 03 240216 30 30 2168.81 90 ] ATD1:57; AT02:55; ATD324;
022 T49TA-E-153 032 205563 80 80 16.17 0 1 AT02:03:01703:04/3811713
03 140800080 N NEE £O AL AD 2174 co 1e8 2 A0I-12010/07: A0 A

Reports — View Records Screen

4. Use the arrow buttons to navigate through samples.

5. Click the View Analysis button to open the analysis window for the current
sample.

The analysis window can be resized.
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View Analysis

Display
", Data Displey &3
Samgple I 10-vd berg SessioniD: 012606_LS12_L9_IDSED HLALocus:  Single Aribigen | --nu
Local I Catalog Il LSTADS-HNCE_001_02 Oparator:
TestPox: 1102 TestDabe:  Jun 15, 2000 O] mora Test m
Hotes: NC Raw ==1500.
Antdady Pacsitin L3
e S WA pssigrenant Epitagn Bosd
. - - =
-
T [ Theeshold  SAR |SAE  SA4 (SAZ MO P POMC Formus Level Excluge Ag ]
bl 5™ W M 154E MESIS  EMM Beliw Sera 3
ol . A T o ) i
a - o S R B B 5
= -
S e WLl g Cass Spec dwg TP TP T T4 R Sincum Swengin
I 2 o 0
. = . A P v Bl e w0 1 o3 w0
= 1 Al 1SS 2 8 0 2 93 0 0 3

Moleculy Soscihiciy

EEE

5L N AR R R L R

EETELLLTIROATORLY  TanEgaasan = F
-8B "BEY" " BEHe ) SE

Click the Close button to close the window and return to the main 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.

The Patient/Donor information screen is displayed.
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Patient Information Screen

General Info | HLA Test Hesult|
Archived

Patiert/Donor Info
Patent/Doner (D° 1 Famiy 1D Farggat
First Name ®  Elizabeth Last Name * Farggetti
Middle Name |y Bithdate  q2/30/2012
SSN 111-00-1998 Gender Male @ Female UNK
Ethnicity Caucasian CategonyGmp S e Animal
Address 7109 Washington Street
City Washington Region SSW
State/Province pe Postal Code 20019
Country UsSA Phone (201) 3450198
Email Address  Test@Test.ong Mabils (201) 3454333
Employer Beckman Instruments Work (201) 340-2134

Fazc 201 10777
Donar Center ID g5 Disease Renal UR
Division KIDNEY Transplant BloodType B
HospitalName  SEVERANCE Hospital Rh + Patient/Donor | Patient
Spouse Info
Spouse Name Joasson BloodType ©
Emergency Contact Info
Name Jon Phone (201) 3355559

[el<]>]~] | Eort |

3. Click the Test Info tab to see the 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 %1 button 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 Setup and connect to an Audit Trail Log/database, (see the: HLA Fusion Database Utility User
Manual).

e Enabled Audit Logging from the HLA Fusion default home page.
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Once you have completed the above and wish to view audit log data, take the following steps:
e Onthe home page, click the Reports tab in the Fusion Explorer,
Or...
e Select Reports on the Fusion Menu Bar at the top of the screen.

e At the Reports screen, select Miscellaneous > Audit Trail Log.
The Audit Trail Log dialog box displays.

Audit Trail Log Screen

—imix]
.
HLA Fusion~ 90000000
User: Modules User actions:
Igub Smith j [] Antibody Tracking [] Manage Patient [[] Sample Analysis [ Analyze [] Legin [[] Retrieve
Datefi To: [] Batch Analysis [[] Manage Profile [[] Sample Summary [[] Create [] Logout [] Search
ate from & [ HLA Fusion [] Manage Sample [] Update Reference [] Delete [] Cther [] Update
IH/‘ZE}'ZEHZ ;I I 5/23/2013 LI [] Import Session [ Product Configuration [ Export [] Report Export
[] Manage Data [] Report ] Import [] Report Run
Date | First Name | Last Mame | Module LUger Action Session Sample g:zlilﬁon Patient D Comments
< | »
Export Cloze |
(VJONE LAMBDA ® ® ®

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 the List f button to see the report. If you want to export the Audit Trail Report to Excel, click
the Export = _| button.
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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)

e Patient Summary - (summary of both typing and antibody testing results associated with a
Patient ID)

e Patient Typing for Batch - (typing summary report over different loci for a set of samples,
based on a selected session)

e Patient Custom - (you select the type of patient data to include for the selected samples)
Generic Typing - (typing data from analyzed LABType and Micro SSP samples)
e Molecular Custom - (you select the type of molecular data to include for a set of samples)

e Custom Typing Results by Sample - (you select the type of molecular data to include for
selected samples)

e Allele Summary - (typing report of possible allele pairs and assigned allele code results for a
set of samples)

e Allele Code - (typing report of possible allele codes and assigned allele code results for a set
of samples)

e 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)

e Combined Sample — Generic Typing - (Combines samples from other sessions into one
report)

Micro SSP - (data from analyzed Micro SSP samples)
e Custom SSP Report — (User-selectable data fields based on Micro SSP analysis)
e SSP Report - (detailed typing report for Micro SSP™ tests that may be customized)
SSO - (data from analyzed SSO samples)
e KIR Summary Table
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)

e Antibody Screening Results - (summary table for a selected set of samples which includes
the overall final results made, %PRA, other assignments, and comments)
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Specialty - (reports created for a specialized purpose for specific users)

e Antibody Reaction - (summary table of computer specificity assignments based on reaction

scores)
e LBSW
e LBSWv3
e HMLVO.2
e HMLVO.3
e SCORE

e BmT—ABDR

® Reaction Assignment Report - (export report including Sample ID and reaction string)
® Thai Export

® Thai Export v3

® Thai Export - LABScreen

® UMC-Utrecht Report

® KIR HML: v.3 Report

* BML

® NMDP Code Report
* ABMDR

® CMDP

® Manzen — LABType
® Manzen - LABScreen
® | ABScreen SA MFI

® | ABScreen — Australia MFI (Summary and detailed reports)
® | ABType — Australia
® Raw Data Export

® Maastricht Export

® NIH Export

® KIR Export

® | AT Export

® NKR Report
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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)

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 Bead Exclusion Report (Bead numbers excluded from an analysis)

e Cut-off Adjustment Summary (summary of all cut-off changes made for selected sessions
or based on a specific catalog file)

e | ABType Control Value (Control values by exon for a given catalog)

e (Catalog Statistics (Number of samples analyzed using a specific catalog)
Miscellaneous - (reports that do not fall into one of the above categories)

e Database Information (describes the usage of the current database)

e Batch Data File Summary (a log of the status of all the sessions run in the system)

e NMDP Code (list of NMDP codes and their allele definition)

e Serological Equivalent (list of alleles and their serological equivalent definitions)

e Typing Query (database search report that lists the samples found for a selected allele)

e NMDP Report + Export

e Audit Trail Log (a log with all specified activity for a selected users in the current Fusion
database)

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 Data on the Fusion menu bar, 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.

Set

Search.]

Criteria

Select patient records
to archive or delete.

Sort/Select display options

Manage Session Data Window

'_Se'eﬂ-'l-"“”:':’r.;"’“ TestOe © Sessen  SampieiD  © PasentiD |
o
Sesson: | ]
Cataleg 10 [ ]
Catalog Type: )
e | VIeV\{
Sampe Caure ] Session
ot Smgies [ . . data and
Corfimed Samples add
hctiad: [ comments.
Ty Flomaska
T e N —
e |
[ ] s |
Exit the
Manage
Data
I Gowtn Wllmlgﬂﬂgﬂwlﬂrwindow.
Copy patient Move Translate Prints details Archive Restore an Delete
data to sessions session about which the archived selected
another toa alleles testswere  selected sessionand record
database different to the done, by session. mqke it
database. new format  whom, etc. available
! for use.

e When you click the Translate Alleles button, all final allele pairs and code for the
selected sessions are converted to the new nomenclature format and stored in the database.

e When you click Move Sessions [Mexesesiens | you can select another Fusion database into which
the selected sessions are moved to.

 Clicking the Copy Patient
button, opens the Select Patient screen.

Select a patient from the list
displayed on the Select Patient
screen.

Click the OK button.
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[ k] Chavez Carie Chavez Patiert 3
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The Copy Patients table opens.

Copy Patients Session Date: [ &/ 42012 =] ~ [53072013 =

Select 7] Patient ID_¥] Sample Name | Well Positon | CataloglD | Analysis Type 7] sionl | AnalysisDT | ConfirmDate | InTarget v
[#  DIANEIVY
¥ E2237
[ So01208441  S02101712 1 LCT-MWag021.. LCT LCT_20120330110145_LCT-Tw30_021.00  04/0212012

W\%%ﬁwﬁmwﬂ\%mﬂfﬂmmwwww
M Select Al Target Datebase: | ][] copy to Target Database

3. Select the patients from the list that you wish to copy by placing a check mark next to the
Patient’s ID in the Select column.

4. Click the Browse L==] button at the bottom of the screen to select the Target database
where the patient record(s) will be copied.

If necessary, click the Back button to return to the previous screen.

5. Click [ ceprto Tawet Database | 1o make a copy of the patient’s records in the target database.

Note that copying a patient’s records to another database leaves a copy of those records in the source
database.

Moving a record deletes the specified record(s) in the source database and adds them to the Target
database.

HLA Fusion allows you to create session log files of your selected analysis sessions, which you can then
print or archive.

1. Provide all necessary session input information by using the drop-down menus and search
buttons on the left side of the Data window.

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, (top center of the main, Manage Data Menu).

Sorted Select Leve
AM | SessionDate | Test Date " Session  Sample ID ¥ Patient ID

Vel info
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Sorted Select Leve
™ Select Al [ Session Date
Session: |0406workshop_B_lot 9_1D403 - B[
-] 1
Sample 1D: ; El -] 2
3 B-0 3
¢ = 2. Click the Move Sessions
B =06 button at the bottom
Patiert 1ID: [DIANEIVY El g-07 of the screen.
E18994 &[] 5001206441
E22237 Bal_ 5001206442
g%]ﬂm“; &[] 514401
o mm1 &[] SB-2101
Session Status: | Unfinished [ The Database Login screen appears.
P | <
LARTme =01
HLA Fusion®
SQL Server
SQL Server - [local\FUSION ju
Connect Using
A A A " Windows authentication
3. Login using your Login Name and Password. @ QL Sererahentaton
Login Name |sa |
Password - | |
Current Database: {ocal)\FUSION\FUSION_BSmith
[JJONE LamzDA © © 8 |
The Move Sessions screen opens. 2 ==

HLA Fusion- 4

The database which is listed is the database you are currently using.

- - ever: [localbFUsiON ]
To move session data to another database, click the drop-down arrow =~ T B
on the right side of the Database Name field and select the Target, or Otabase N . [T |
destination database name.
Current Database: Jocz FLSION FUSION BSmih
[JORE LAmz0A @ o0 |
_ Move Sessions ;Iglll i
H LA Fu sion” q 4. Click the OK button and Fusion begins the
data transfer.
‘ SQL Sewver : [local FUSION 1] ‘ .
After the session(s) have been successfully transferred
‘ Database Name : [y Daizbose =l ‘ to the target database, Fusion will display this message.
Moving Session: 1 of 1 __. | OK | | Cancel |
Current Database: {ocal)\FUSION\FUSION_BSmith x|
PWONE LAnson o o o |

Sessions moved to target database successfully.

[ o ]
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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.
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Importing Sample Lists

Sample lists are an easy way to input an extended list of Sample I1D’s and other sample information

into the database for use in analysis sessions.
1. From the Main Menu, select Sample > Import Sample List.

The Import Sample List window displays.

Select Sample List to Import ‘c \OLI FUSIONIG

List Format

Import Sample List Screen

Data Referance Fil

I us.nNew,Stannarn,uate,SDF,FormatFue|| Search Sample List

[sample List cs) =

ListID*

‘ LABiContract 1D [(None) ~

™ Remove * from SamplelD

I Autogenerate Local ID

™ UseSample D as Patient ID

I” Create TestLuminex List on Import
™ Import All

¥ Apply Current Date

Sample List Details

Import| Order | Location

Sample

| Local ID] Category

Turnaround | DCN | Patient ID

Date

TestList Name

7
H

g

10
1
12
13
14
15
18
17
18
19
20
21
23

AAdANAAIAIAAIT AT

170909-2113-9AE/DR14/121028
180909-2111-3AE/DR14/121028
190509-2106-3AE/DR14/121028
1100509-2103-0AB/DR14/21028
1110493-1296-0AB/DR14/21028
©1 10449-0234-4AB/DR 1421042
©1 20449-0235-1 AB/DR14/21042
01 30449-0238-5AB/DR14/21042
01 40449-0230-3ABDR 1421042
©1 50449-0236-0ABDR 1421042
©1 §0449-0237-TABDR14/21042
© 1 70509-2113-9ABDR14/21028
© 1 g0509-2111-3AB/DR14/21028
B 90509-2106-3AB/DR14/21028
© 1100500-2103-0ABDR14/21028
©1110403-1206-0ABDR14/21028

41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012
41412012

|

Hote : Sample ID limited to 50 characters. Additional characters would be truncated upon import.

Import List Close

2. Click the Search Sample List button.
Browse for the sample list to be imported and click the Open button.

Type a name in the List ID field, and, if necessary, select a Lab code or Contact ID from the
drop-down list.

5. Confirm sample information and edit if needed.

e This symbol & indicates that the Patient ID already exists in the Fusion database.

6. Click to clear the check boxes of any samples you do not want to import.

Click the Import List button to import the selected sample lists.

8. Click Close to return to the Main Menu.
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Information Formats for Sample Lists

The information inside a sample list that 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(l — 13),SamplelDName(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

Packing list: Old Standard ‘X’ samples
This file gives the fields (in this order):
ShipmentLoc,SamplelDName,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, SamplelDName, SampleType (1, 2, 3..., and an "11" for AB/DR samples),
DCN

Example line:
1 - 15,0287-0779-2,11,074

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, SamplelDName, SampleType (AB, DR or AB/DR), TurnaroundTime (14, 21 or
14AB/21DR), DCN

Example line:
tqt,t12t,0287-7867-8",""AB/DR", ""14AB/21DR","'074"
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Tab-Delimited Format

Each field is separated by a tab. This file lists (in this order):

ShipmentLoc, SamplelDName, 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: SamplelDName (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 DRI14 5/12/1958
5 1 50449-0236-9A8 DR14 12/1/1960

Viewing and Editing Sample Information
Sample information can be edited, but associated Patient IDs cannot—only new Patient IDs can be
added.

1.  On the Main Menu, select Sample > Manage Sample Info.
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Manage Sample Window

Use Filter to Search for Sample Information

Search Criteria

Sample ID Local DCH Category TurnAround Date Range Location Sample List
* * = = == =¥ 71195720127 [¥ 371372013 ][ == |
| viewsampe || Resetfiter |
Sample ID | Loal | DCN | Category | Tu i | Date |  Location | Patient ID |

WMWMﬁ”%W.MmWJ\ Y S

Sample may appear multiple times if it is associated with different sample list/group. | Save | | Delete | | Close

2. Use the filters to find samples and click the View Sample button.

Note: Wildcards can be used in the Sample ID field to widen the results.

3. Edit sample information.

e Double-click on a Patient ID to open the Patient/Donor Information screen and
edit information for that patient/donor.

Note: You can rename a sample by modifying the name in the Sample ID field. Sample ID’s are
listed alphanumerically, with all ID’s beginning with numbers listed first.

4. Click Save to save. Or, click Delete to delete the sample.
Click Close to return to the Main Menu.

Note: You cannot delete a sample which 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.

With the Test List menu you can:

Create new Test Lists

View and edit existing Test Lists
Delete Test Lists

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

Select Test List Or
Enter new Test List Name [ = | Delete List
Search Field Value
Test List Name
Sample ID j | Search
Sample ID [ LocaliD Patient ID |
Remove All

| Save H Export || Refresh || Close |

Type in a name for the new test list, (or select a previously created test list) and press the Enter
<= key on your keyboard.

Search for samples to add to the test list using the search fields, and click the Search
button to view the search results.

Highlight samples, and click the Add button to add them to the test list.
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5. Click the Save button to save the new test list.
6. Click the Close button exit this screen and return to the Main Menu.

Viewing and Editing Existing Test Lists

Test Lists can be viewed or edited at any time.
From the Main Menu, select Manage Samples > Manage Test List.
Use the drop-down list to select a test list, and click Continue>>.

Click Delete List to permanently delete the selected test list.

A w N F

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.
Use the pull-down menu to select a test list, and click Continue>>.
Add, remove or move samples as desired.

Click Save to save the new test list.

o > W DN

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.
Use the pull-down menu to select a test list, and click Continue>>.
Click the Export button to export test list details to a .txt file.
If prompted to save the test list before export, click Yes to save and continue.
Select a location to save the test list and enter a file name for it.
Click Save.

When prompted to create a Luminex Patient List input, click No.

® N @ oA ® N

Click Close to close and return to the Main Menu.
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Patient Information

HLA Fusion™ can store patient information and associate Sample 1Ds 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 as HLA Fusion performs minimal data validation upon
import.

HFR-MAN-v3.x.x-EN-00, Rev 0 148



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

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 Import Patient window displays.

x|
= =N
HLA Fusion® 0000000
Patient List File Name IC \OLI FUSION\data\session\Data Reference Files\Patiert List\PatientLis I:l
Import | Local Patient ID | Category Grp | FamilylD First Name | Middle Name | Last Name | SSN DOB Gender Ethnicity Address City

3 [T |TER256 Human JERMAINE | Jossie JERMAINE  |077-77-1002 [12/4/2005 F hispanic 3097 Runnin |Japan
I~ |TER25% Human Hitllerous Wendy Hittlerous 006-54-4548 (12/5/2005 F jewish 3098 Runnin |Erea
T |APs30 Human FESSUE HAKEEM F FESSUE 901-11-1098 [11/30/2005 |M Caucasian  |708 Josephin |Josphin
" |TERDSS Human TERYLAUS |MARCUS M TERYLAUS |111-70-9112 [12/3/2005 M melanesians (1111 Bug Ro |Miami
[T |DIANENY Human Y DIANNE F Y 111-33-0001 |12/1/2005 F black 90 Cloudy Str |Cloudy
[miE Human Farggot Elizabeth u Farggoth 111-00-1988 | 12/30/2006 F Caucasian 7108 Washin |Washing
|2 Human Bloodstone  |Henry K Bloodstone  |091-00-1987 [12/27/2006 M melanesians |20 Bloodston |5t John
[miE] Human Chavez Carrie Chavez 034-21-3344 (3/30:2007 F hispanic 167 Lagoona |Fauklan
|4 Human Mankeyward |Sheila Monkeyward |111-13-4545 |(2/18/2005 M asian 1600 Pennysl |Cranstor
s Human Stone Jerry Q Stone 111-11-0998 |7/7/2008 M black 209 Apapa R | Ebute-M;
| I Human Chung Joanna M Chung 042-07-1443 (8/31/2007 F asian 801 Kingswa |Mew Yai
|7 Human “rakamoto Yukinna M “rakamoto 237-03-0551 |10/31/2004 M oriental 2405 Lions G |Flagston|
I |E22237 Human CHOl Seyoung M CHOI 047-32-3335 (12/7/2005 F asian 67 Queens C |lows Citf
I~ |Etesse Human CHOE Heejoosa s CHOE 111-45-1777  [12/6/2005 M oriental 1600 Mevada |Arsenal
| Human NIE PETER M NIE 111-23-4511 [12/2/2005 M Caucasian | 108 Christ Ro | Ashevill

4| | »

| Desclect Al || SelectAl |[[ Resst || mpot || Close

"VJONE LAMEDA ® @ ®

Import Patient Window

2. If needed, click the Browse L= button to locate the patient list.

3. Select the check box in the Import column for each patient you want to

import. You may also click Select All to import an entire patient

list, or Deselect All to remove all check marks from from the

Import column.

4. Click the Import button to import the selected patients.
Click the Close button 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 message is displayed to let you know, 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.
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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.

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
&, Patient/Donor Information ‘ ‘ ==
General Info. | HLA Tests | Creatinine Tests | Transplant History | fireatment History | Crossmetch Resut | ID: 20817 Name: Leopoldo. Ramos
7] Erforce ISET formk for Pati or ID ] Archived
Patient/Doror o
Patient or Donor ID * [28817 cay Fulleton Disgnosis Tissue
Family ID Leopoldo Courtry UsA Gz
st Home Ramos Postal Code 92357 e = E
NNW
Middle Name LEO Region IO T = El
Last Name * Leopolde Phone (714) 2981045
Mk (712) 2981045 Ty (o]
Bithdete 1172911349 [ e i Facilty Name
= = (712 2881045
Gender @ Male © Female () UNK Work !
§ ) Fax [712) 2981045
T ELE © Human ©) Animal
Email Address I@asl com
SsN 102001322 Erployer KB Homes
By L] oorrcomers 208
Address 7
78 Joshua Strect R Teous
Hospital Name Fulerton Special
Spouss Info [ Aoscome bonor 22|
Spouse N Lo =
. SRS s Do 1D Relatiorship p— | s Manage Denor Relation Code Table
After selecting Encrgency Gortedt— Lviea i et ommerta T
a patient or Blood Tipe U Sister [View or sdd patient donor relation codes
pati 38559 Broth
Phone (7142581045 o
donor, place
a check mark
here to edit
the information AddNew || Ewport |[ Detete ][ Pint || Transiate Allles
fields.

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.

HFR-MAN-v3.x.x-EN-00, Rev 0 150



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

2. Enter an ID in the Patient/Donor field. The ID can be alphanumeric, (contain letters
and/or numbers).

e Or click the Browse [=-] button which opens the Patient/Donor List from which
you can search and select a patient/donor.

3. Enter patient/donor information as needed.
Fields with an asterisk (*) are required.

4. Click the Add New button to save the data and add the patient/donor information
to the Fusion database.

5. Click the Close button 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.

If you know the Patient or Donor ID:
1. Enter the Patient/Donor ID in the Patient or Donor ID field.

Patient/Donor Info
Patient or Donor ID * (31025 | - 2. Click the Enter == key on your
Patimm/Donor Flag - 5 keyboard.

If you know only part of a patient or donor’s information, (first name, last name, etc.):
1. From the Main Menu, select Patient Info > Manage Patient.

2. Click the Browse =] button which opens the Patient/Donor List.

r ~— e —
4, Patient/Donor List ‘ @
900000006
Patiert ID - Last Name Jones Family 1D Jones Sample D ©
Patient//Donor First Name ~ Lamy Active,/Archived Local ID -
ActivelArchived | Patient'Donor [D Family ID First Name Last Name Patient'Donor -
» [ Active 667976 <NONE> <NONE> <NONE> Patient L ‘
Active 990902799 <NONE>, <NONE> <NONE> Patient 3
I “‘*‘*/"““@}2“*«/“‘* S “"‘HQ\“A-M}MM)‘M W PRV,

3. Enter your search criteria, (i.e., patient or donor, last name, etc.) and click the Search
button.
4. If the patient/donor is located, place a check mark in the box next to the patient/donor.

Click the Close button.
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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. From the Main Menu, select Patient Info > Manage Patient.

2. Enter a Patient or Donor ID, or search by using the steps outlined above.

3. Place a check mark in the Edit/Update check box at the bottom,
left of the screen.

&, Patient/Donor Information -
4. Edit patient/donor information on either of the three —

- : General Info | HLA Tests | Creatinine Tests
tabbed forms which are part of this screen. | l |

[7] Enfarce ISBT for

(Fields marked with an asterisk (*) are required.)

5. Click the Save button to store your changes.
6. Click the Close button to return to the previous screen.

Associating a Patient/Donor ID with Sample ID’s

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 HLA Fusion Main Menu, select Patient Info > Manage Patient.

1. Select a Patient or Donor ID from the drop-down ID box on the main Patient/Donor
Information screen.

™ Erforce ISBT format for Patiert/Donor 1D
Patiert, Tionor info

e Or, click the Search Patient/Donor
D" |TER256

| Search Patient/Donor | b 101 to locate the correct
Patient or Donor ID.

L L

Patient /Donor Fag |

Famiy |D ERMAINE

2. Click the HLA Tests tab at the top of the window.
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The HLA Tests screen opens:

| | Genersl Info | HLA Tests | Creatinine TestsITrEnsplam History | Treatment History | Crossmatch Result [ Edit ID: TER259 Name: Hittlerous, Wendy
|

Associate Sample |Ds View Sample Summary Associate PRA Donor Groups

TER255
|

HLA Assignmerts Molecular
Class | Class Il
A B c DRB1 DRB3 DRB4 DRB5 DGB1 DQA1 DPB1 DPA1

HLA Assignments Serology Onlly digits, "BLANK", "Low", - and / are accepted in serology fields

Class | Class Il
A B Bw Cw DR DR(51.52.53)

Antibody Assignments
Class | Antibody Specificity
Class Il Antibody Speciiciy
MIC Antibody Specificity
Unacceptable Antigens
Acceptable Antigens

[ Translate Alictes || Save | [ Gose |

NE LAMBDA @ 88

Patient/Donor Information Screen — HLA Tests Tab

3. Place a check mark next to Edit at the top of the screen to allow changes to be made to the
record(s).

4. Select a Patient or Donor ID.
Click the Associate Sample IDs button.

In the Patient/Donor Sample Association window, highlight a Sample ID and click the
arrow [=_1 button to add it to the Patient/Donor Sample List. (Click [<]to remove a
highlighted Sample ID from the list.)
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HLA Fusion® 000060060

Patient/Donor ID [ TERZ56

Available Samples Patient/Donor Sample List

TER117

SSA =
STONE B
TER0S9

TERO73

TER082

TERDS5

TER037

TER039

TER114

| TERTI7 ]
TER137

TER125

TER147

TER143

TER150 —
TER172

TER185 =l

II

"VJONE LAMBDA ® @ ®
-

7. Click OK to associate the Sample ID’s and return to the patient record

8. Click the Close button, or the Exit Xl button to return to the previous HLA Fusion
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.

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. Onthe HLA Fusion menu bar, select Patient Info > Manage Patient.

Select a patient/donor record.

Click the Translate Alleles button.

Click the Save button to save your data.

Click the Close button, or the Exit Xl button to return to the previous window.

o > DN

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.
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Select a patient/donor record.
Click/Select the HLA Tests tab.

Place a check mark next to Edit at the top of the screen to allow changes to be made to the
record(s).

Click the Associate Donor IDs [ Associate Denor 1Ds | 1y 1440

In the Patient/Donor Sample  porrrerr-—
Association window which HLA Fusion*
opens, highlight a Donor ID and Pt B[S

click [=_]to add it to the L eiE —
Patient/Donor Sample List. b [es  Depee sl
(Click to remove a E
highlighted Donor ID from the
list.)

Click Save to store the data.

Click OK to return to patient
record.

Click Close to return to the V.. TTTYTS
previous 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 field is set to Donor.
Located at the bottom, right of the Patient/Donor Information screen is the Donor Info
section.
4. Select the Include in Donor PRA check box.
Select the Donor Type from the drop-down selection.
— Donar Info .
— 6. Click the Browse Button =] to open the
Donor Type ILwlng related j

Include in Donor PRA W

Donor G
rerE I:l 7. Click the OK button to return to the
Patient/Donor Information screen.

Donor Group Selection screen and choose the
appropriate donor group(s).
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Printing Patient/Donor Records

HLA Fusion prints both Record Management tabs regardless of which tab is currently being viewed.

1.

2
3.
4

From the Main Menu, select Patient Info > Manage Patient.
Select a patient/donor record.
Click Print to print.

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.

o 0 A~ W DN

From the Main Menu, select Patient Info > Manage Patient.
Select a patient/donor record.

Click Export to export.

Select a location to save the CSV file to and enter a file name.
Click Save.

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.

2
3.
4

o

From the HLA Fusion Menu bar, select Patient Info > Manage Patient.
Click the General Info tab.
Select a patient/donor record.

From the Patient/Donor List window, select Archive from the drop-down Active/Archive
list.

Click Save to save.

Click Close to return to the Main Menu.
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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.

Click the General Info tab.

Select a patient/donor record.

Click Delete to delete the patient/donor record from the Fusion database.

Click Save.

o ~ WD

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,FamilylD,FirstName,MiddleName,LastName,Ssn,Dob,Gender,Ethni
city,Address,City,State,Region,Country,ZipCode,Email,Phone,WkPhone,Cellular,Fax,Emplo
yer ,SpouseName, SpouseBloodType, EmergencyContact,EmrgncyTel ,DCN,HospitalName,Division,
BloodType,Disease,RhBloodType,PatientDonorFlg,Associated SamplelDs,Associated
DonorIDs,HLA1_A,HLA2_A,HLA1_B,HLA2 B,HLA1_BW,HLA2_BW,HLA1 C,HLA2_C,HLA1_DRB1,HLA2_DRB
1,HLA1_DRB3,HLA2_DRB3,HLA1 DRB4,HLA2_DRB4,HLA1 DRB5,HLA2 DRB5,HLA1 DQB1,HLA2_DQB1,HLA
1 _DQA1,HLA2_DQA1,HLA1_DPB1,HLA2_DPB1,HLA3,HLA1_DRB4,HLA2 DRB4,HLA1_DRB5,HLA2_DRB5,HLA
1 DQB1,HLA2_DQB1,HLA1 DQA1l,HLA2_DQA1l,HLA1 DPB1,HLA2 DPB1,HLA1 DPA1l,HLA2_ DPA1l,HLA1 MIC
A,HLA2_MICA,HLA1_MICB,HLA2_MICB,HLA_KIR,Classl_AbSpec,Classll_AbSpec,MIC_AbSpec,Unacc
eptableAntigens,AcceptableAntigens,Notes,SHLA1_A,SHLA2 A,SHLA1 B,SHLA2_B,SHLA1 Cw,SHL
A2 _Cw,SHLA1 DR,SHLA2 DR,SHLA1 DR345,SHLA2_DR345,SHLA1 DQ,SHLA2_ DQ,SHLA1 DP,SHLA2 DP,D
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,Dob,Gender,Ethnicity,hddress,City,State,RegiDn,Coun
try, ZipCode, Email, Fhone, WkPhone, Cellular, Fax, Emp loyer, SpouseMamwe, SpouseBloodType, EmergencyContact, EmergencyTel, DCH, H
ospitallawme, Divizion, BloodType, Disease, RhEloodType, PatientDonorFLy, Associated SawmplelIDs, Associated DonorIDs, HLAL
_L,HLAZ A, HLA1l B,HLAZ B, HLAl Bw,HLLZ Bw, HLA1l C,HLAZ C,HLA1 DRE1,HLAZ DRE1,HLL1 DRE3,HLAZ DRE3,HLL1 DRE4,HLLZ
_DEE4,HLA1 DRES,HLAZ DRES,HLL1 DQE1,HLAZ DQE1,HLA1 DQA1,HLAZ DQAL,HLA1 DPE1,HLAZ DPE1,HLAl DPAL, HLAZ DPA1, HLAL
_MICA,HLAZ MICA,HLAl MICE,HLAZ

_MICE,HLA KIR,ClassI_Ab3pec,ClasslI_ibSpec, NIC AbZpec, UnacceptableAntigens, Acceptabledntigens,Notes, SHLAL A, SHLAZ
_4,8HLA1 B,SHLAZ B,SHLAl1 Cw,3HLAZ Cw,3HLA1 DR,S3HLAZ DR,SHLA1 DR345,SHLAZ DR345,5HLA1 DQ,SHLAZ DQ,SHLA1 DP, SHLAZ
_DP,DonorType, Include InDonorPRA

358450, Huwan,Neely, Jason, ,Neely,021-09-2987,2/17/2001, 8, caucasoid, 560 Waiting

Street,,CL, NUW, US4, 91022, jneelyflyahoo. com, (213) 567-0987, (213) 567-0987, (213) 567-0987, (213) 567-0957,MIT
Research, Evvonne, LB, Evvonne, (213) 509-0195, 101,53t Judes's Hospital, HARROW Transplant,O,hbCNE

MARROW, ,POUICNY, oy srvrrrvrvrvrnrrrrrnoririrororororrbhde= B8, B36,,,,,,,00-,D0-,DF14,0F5,,

27614, Human, Martinez, Daniel DN, Martine=z, 032-11-1934,9/12/1995, M, hispanic, 40 Driveland Road,East

Li,CA MWW, USA, 90222 ,mdaniellanl.net, (324) 459-1430, (324) 459-1430, (324) 459-1430, (324) 459-1430, Joba

Juice, Maria, B, Maria, (324) 489-1430,103 ,Ea=st LL Hospital, MARROW

Transplant, O, Marrow, -, Patient, v rvrvvrrvvevrsooocescoccenencrececeeie,—,—,B6,,,,,,,D008, D02, DP1O, -, ,

38557, Human, Phannudet , Keodone, PE, Phannudet, 111-41-5432, 12/30/2000,F,oriental, 1009 Special
Road,Valencia, CA, NUW, U3A, 91355, kd@ lions. net, (662) 234-1098, (662) 234-1095, (662) 234-1095, (662) 234-1093, Traveller's
Insurance, Kenneth, 4, Kenneth, (662) 234-1095,221,Henry Mayo Hospital, ,AE, Tissue,

HePRUIENC, oy vsvrvvrvirinrvvrnirinrrirvrrrereer— b2, CuB,Cud,, ., ,DP4,,,

38559, Huwan, Prater, Katie, P, Prater ,001-78-1009,7/17/1949,F, caucasoid, 60 Prosper

Road, Irvine, CL, NUW, US4, 91120, pkatiefmsn. com, (714) 760-1987, (714) 760-1987, (714) 7e0-1987, (714) 760-1987,General
Moters,Jerry, AE, Jerry, (714) 760-1957, 103, Irvine General, BONE MARROW

Transplant, B, Marrow, -, DON0Y , , ;s vvrvrevrrvecvesosccsscesosnereeesreeees—eBi,,,DR10,DR10O,, , DOZ, DO—,, ..

35720, Huwan, Quinn, Gayle, 06, Quinn, 111-12-1212,5/25/ 19587, F,black, 120 Papa

Road, Anaheim, CA, nnw, T34, 92017, goquinnfmsn, com, (714) 367-1022, (714) 367-1022, (714) 367-1022, (714) 367-1022,TY
Mortgage, Franklin, O, Franklin, (714) 367-102Z, 501, inaheim Memoriasl Hospital, BONE MARROW Transplant, AB, BONE

MARROW, -, Patient, ;v vvvvrorurvroerrrecasascreerreeesrrasasoWe—p,,—,DRE3,, ., ,

29817, Human, Leopoldo, Ramos, LEQ, Leopoldo, 102-00-1322, 11/29/1949, M, hispanic, 78 Joshua
Street,Fullerton, CL, NNW,U34,92357, lrfaol.com, (714) 295-1045, (714) 295-1045, (714) 295-1045, (714) 295-1045,KB
Homes, Louisa, O, Louisa, (714) 295-1045,203,Fullerton Special,Tissue, O, Tissue,

teFRCIent, sy s s s s s nsrrrrssroror oo A1, - B18,BV6, -, Cw, DRI, -, DR33, DR3Z,, .-, P17, ,

35533, Huwan, Rivas, Jose, JV, Rivas, 331-00-1908, 3/29/2000, M, hispanic, 3202 EBio Court,Orange,FL,SSW, USA, 32133, rofjpl.com,
(312) 230-1098, (312) 230-1098, (312) 230-1098, (312) 230-1098,KEB Homes, Terriana,Q,Toula, (312) 230-1098, 607, Miami
Hospital,BONE MARROW Transplant, LB, Marrow,

D000, s s s ssrrrrrreeeerrasarsrserrresssssere—,a80,-,837,,,DR15,—-,DR52,-,,,DP5,DP5,,

44715, Huwan, Haigety, Jimmy, HJ, Haigety, 111-94-1212,11/22 /2000, M, caucasoid, 7701 Christian Brothers
Road,Bellflower,CA, NNW, US4, 915314, jhlmsn. com, (323) 9581-0916, (323) 345-1234, (323) 506-7771, (714) 556-1259,Verizon
Corporation, Juanna, 2, Juanna, (323) 345-1095, 103,53t MNichael Hospital, MARROW Transplant, 2, Tissue,

FePRUIENC, vy vsvrvvrvirinrvvrnrrinerirvrrrerrerrs B0, =0, yDR=,DRE, .,y

44716, Huwan, Shoemaker, Cheryl, 3, Shoemaker, 111-13-1234,11/22/2002,F,black, 1705 Brothers

Road, Canyonville, OR, NNW, US4, 97417, sclmsn. com, (541) 839-4467, (541) S39-6509, (541) 299-1098, (541) 760-1986, Juniper
Creek,Elizabeth,O,Elizabheth, (323) 345-1095, 103,53t MNichael Hospital, MARROW Transplant, O, Tissue,

OO s s F R R R R R R R R R R R R e s e = DR =

44717, Humman, Dublin, Nikitta, D, Dublin, 111-13-1234, 11/22/2004,F ,a5ian, 345 Ashilly

Court, Canyonville, OR, NNW, US4, 97417, sclmsn. com, (541) S£39-4467, (541) 839-6509, (541) 299-1098, (541) 760-1986, Juniper
Creek,Elizabeth, O, Elizabeth, (323) 345-1095, 103,53t Michsel Hospital, MARROW Transplant, O, Tissue,

+,DONOY, s ss s s rrrrrrrreerrasassrrerrresasssrre—s A2, ., Cud,Cul, DR-,DR-,DR51, DREZ, D07, DQ6, , ,,

28198, Huwan, Sharpitis, Thomwas, T, Sharpitis, 023-18-0002, 1141950, F, caucasoid, 9701 EBicyole Lane, Cystal

Willane, Cb, ST, ITSA4 . 9100 harAlfyahon. com. (7141 978-1098. (7141 9Q7F-1098. (7141 9751098, (714} N9-751 Jdo=senh
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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.

1. Select Patient Info > Ab Tracking.
The Patient Antibody Tracking window is displayed.

Patient I [DUAHERY =] [ search Bomor 10 [irone] =] [a

Mobecular

Sero
Typing

Date [Tman =t [z = ina |

[oonorpra_|

Clicking the Save | |277° | 22 s o

button here saves

any samples listed

in this area for

future analysis as

Samples within the Line(Time $cale) | Cotsmn (sampie | Cosamn (spec | Ssmpin Dastion | A Trackng Thresno [ | ] ™ Crestinine [~ Transpiant
chosen date range. [ : = ol

=
=] Tyweg
=l

.....
uuuuuuu

[ B

=

I Track Dsa MBERSEAG) Unmatcned Ay not in Firal A
Ummaiched 43 n FAAlASAGAMSN Nata Table

rgrment

[ Tremment

Lz

i‘ Gragh Functsns

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).

5. You can select Secondary Ab (1gG, IgM, C1Q, All) 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.
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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.

-loix

H "Dﬂr\nr PR Calculation

" ANl Donors

Available Donor Groups Selected Donar Groups

123 123
ABC ABC
CBA

Add

Remove

Cancel [I_KI

Donor Group Selection

7. Click the Find button to display a list of samples for this patient that are within the specified

date range.
Find Patient List
PatientID | cd0G |
Molecular
Typing
Sero A3, A11, BS1,B13, Cwd, Cw12, DR4, DR15, DA, DA
Typing
Date 18/05/2008 ;_Tn 180572008 v Formula Bazeine P
Include  Sample Date Sample Index Sample I Final Assignment
2508/2008 1 CDEEL(2... Negative
0109/2006 2 CDAEM{ . Megative
m 1 S0/ 2005 3 CDSEN(T ... AZ3 A2 BTE
[7] 284S/2008 4 CD8BP(2.. A23B81,A24 076548 B7
[¥] QEMQ/2005 g CcDEe Q.. A23 581 ,A24 548 BY BTE
1 6M0/2008 5] CD86R(1... AZ3 A24 581 576 Bdd
2508/2008 T CD8eL(2... D@V
01409/2008 B CDAGM .. DaT
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.

8. Select the check box in the Include column for the sample(s) you want to include in the Ab
tracking graphs and data.
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The graphs are displayed, (to display a specific type of graph, click on the associated tab).
9. Select the check box for the antigen(s) you want to include in the tracking.

resenin 0

Molecular iz &

Sero -, ¢
Date e o -n s -
s
Samples [
Examples
of the
graphs
that can be
displayed
with Ab
Tracking
Inclucie iy & Auto Scale
o cwi2
DR Set Min Scale ¥
| . Set Max Scale ¥
Inclede  Alele Optlons .
i = . et Time Scale Interval (Days: 3
B3 _joeeron available Set Time Scale Interval (Days)
DRE1 0404
ORE 0405 if you Display Sample Date for Line Chart
5:1 mg; right-click | Export Graph 3 | Line (Time Scale)
5 F
on a graph. Print Graph 4 Sample
Include 7 Antigen -
| — W Spec
< il >
l Sample Dilution [} |
Include Antigen List

10. 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.

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 Ol at 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.

e (Optional) Enter a numeric value in the User-defined cut-off field. If you want to track the
antibody signal strength with or without the cut-off applied, select or deselect the check box
next to User-defined cut-off.
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e (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.

Various other Ab tracking graphs are available by clicking any of these tabs:

|| UAmgraung e Bid 2.3 Tod.Ea

| Line(Time Scale) | Column (Sample) | Column (Spec) | Sample Dilution| Ab Tr

Donor ID drop-down list.

Doner ID |Eiﬁ ¥ Select to
Molecular | include
Typing | ~ Class Il
Sero ‘ A3, A24, B51, BE0, Cwd, Cwl2, DR, DR11, DQ1, D2 tracking.
Select to trec.k — e — ) )
donor-specific ‘ siched g Mismatoned A (] DA (oPA List antigens
ntigens. - . == A
antigens I Maime Ceftalog ID Wie & Incluge 'V Antigen A ht Tested 4 nottl:%s:rd
SLS1A04LOT 2 D305 LS1A04_002_00 | o e e | bt vt:st Kits
3LS1A04LOT 2_D305 LS1A04_002_00 % | = DRd. et .
L1 A04LOT 20313 LS1A04_002_00 2|3 | ol Al |
3LS1AQILOT 20325 L51404_002_00 £ [4] oRetoaot
DREN*0404
SLS1A04LOT 20329 LS1A04_002_00 a CABTOAS
SLS1AQILOT 20335 LS1A04_002_00 £ DREN*04T2
3LS2001L0T 6 D306 L2401 008 00 e L
5L52401L0T 6_0306 L§2401_006_00 4 include T Antigen ‘
v " o~ |
L e i o i m o

Donor Antibody Information

e (Optional) Select the DQA/DPA check box to include these in Class Il tracking.
e (Optional) Manually enter the donor typing in the Sero Typing field.

11. 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.

A Antibody Tracking Information

Faben Irfosmaticn
Patient ID - 12346 Donor I : peatient]
A"D101, A®D1, B*405, Cw 07, DRB1*01, DQE1T*D | | ATD101, A"0102, BT1010, B*3040, CVW"20Z, Cw 01010, -
Malacular Typing : Molecular Typing | ORE1*I040, DRE1*0102, DREI* 3333, DREI"I334,
DRE4"0101, DREA*0120, DRES*2020, DREFTE06, DAAT*101, 5
Haro Typing : ‘ Saro Typing = ‘
|
Data Type: Raw Data psa | Ewport || ciose |
Class | Clags
Sl Samyrle Sample 1D AT AR A'I20E AT3E0 ATIINZ B*570 B703 ATZONT ATI002Z AREIT
index  Dale _ 82 1A2) A2) A1) A3 @5 [0S7) A0 [A30)  (AGR)

L3 20009 1 |8HSE 24 are12 gz, #0171 .08 929241 ! 48750 232306 10958 | 9312468 3936 43 |2

Patient Antigen Signal Data table
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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.
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User Management

From the Profile main menu you can:

HLA Fusion uses two user levels for added security and control of typing and screening results.

Add new users

Edit existing user profiles
Change passwords

Reset passwords

Archive users

A Supervisor can...

A 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

Modify own & other user accounts

Modify own account only

Change the Lab Profile

Manage sample and patient information

Types of User Privileges
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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.

2
3.
4

From the Main Menu, select Profile > List User.
Type in a name and click Search to search for current users.
Double-click to the left of a user entry to view the profile.

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.

2.

To edit your own profile, select Profile > My Profile.

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.

Edit user information.
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.
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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.

From the Main Menu, select Profile > My Profile.

In the user profile, click the Change Password button.

Enter the current and new passwords.

A W N

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.

From the main menu, select Profile> List User
2. Double-click to the left of a user to open their profile.

In the 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. Place a check mark next to Can Email Report if you want to give a user that privilege. (You
will need to supply an email address.)

5. 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.

HFR-MAN-v3.x.x-EN-00, Rev 0 167



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

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
e Add, edit and remove Lab Codes
e Change the Network Path

e Change the Email Server Name

Lab Profile Information Screen

&, Lab Profile ﬁ ﬁ [ )
HLA Fusion® 0000000
o =
sae o %
e o —
Country: LISA Mail Server Name l:l
Lab Codels) | Lab Code Description Default Add Lab Code
[ S50 r
020 ssr r
e Lo Dbt ‘
Contact Email: BSmith@onelambda com |
Note: The: Lab information wil be printed on HLA Fuson ™ reports
[JUONE LAMBDA ® 8 ®
)

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.
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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.

S R A

From the main menu, select Profile > Lab Profile.

To add, edit or delete Lab codes:

e 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.

Edit lab code information.

Highlight a lab code to be deleted.

Click Delete Lab Code to delete the lab code.

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.
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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
e QC information
e Cut-off values
o

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

Lab supervisors can input new catalog files for use in analysis when new products, lots, or updates
become available. Catalog files are also available on the One Lambda 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.

File

directory -

tree

Catalog
Options
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HLA Fusion”

000000

[~ Import Directory
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1 savG
(1 SRecydle.Bin

(C1 Config.Msi
(21 Documents and Settings
(1 Downloads

1 Intel

(23 Music

(71 MSOCache

=21 OLI FUSION
B data

(C 436385 4c 38dcBe424426dBbcd058

=l FLTHDO1_010_00 3

H

FL1HDO2_010_00
FLTHD02_011_00

FL1HDO3_010_00

FL1HDO5_007_01
FL1HDO5_D08_00

FL1HDO5_010_00

FL1HDOS_007_01
FLTHDO06_D09_00
FL1HDO6_D10_01

FLHDO7 007 01 =

-~
—PG Catslog " NMDP " LocalCode ¢ PGroup ( GGroup (~ Serlogy Equivalent

[ Catalog Folder

|C: \OLI FUSION‘data\catalog
Last Update Date: Aug02, 2012

Select All | | import Catalog | [ Auto Update |

Goto OLI
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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 the OK button to open the Serology Import dialog box.

Serology equivalent file notice

Serology Information - 5[

The Serology information does not exist in the database,

Flease import most recent Serology...

2. Make sure the Catalog option button is selected.
3. Click the Auto Update button, (only enabled if you’'re connected to the Internet).
The Reference File Manager screen opens.

r“;\ Reference File Managfl — @g‘
90000006
Select Product 2 Total
ol a
Select Filename / Name Lot Rewvision Momenclature  IMGT RevisionNotes
FL1HD10_007_00 FL1HD10 007 00
FL25P_011_00 FL25P I 011 00
Select Product 2 Total
= LABScreen (]
O LABType | 37
B T I
The number T [ o
of catalogs [ MicroSSP 131
currently in B Guaniplex I
your Fusion —
database.
ow these products:
I In Fusion DB [ in Fusion DB | Select All | | Deselect Al || Import | | Help || Close ‘
Updraetveigei 7 = 7] Update Previously Downloaded Documents
catalogs
available for i
download.
_Listsall Available catalogs which are
available catalogs not in your Fusion database.

Show these products: In the Show these products section, (bottom left) use
() In Fusion DB ) Notin Fusion DB the radio buttons to easily determine which catalog
@ Updates / Revisions ) Al Catalogs reference files have been updated and decide which ones

Latest Lot or Revision v you’d like to import into your HLA Fusion database.
—_—
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The Latest Lot or Revision [l leterRevison_~| qrop-down is only enabled if you select the
Updates/Revisions radio button in this section.

e Fusion updates the number of available recent catalog reference files for products when you
select either by Latest Lot, Latest Revision, or the default listing of Latest Lot or
Revision, (which includes both).

e Clicking the Select All button places a check mark in the Select Column for all
product reference files.

e Clicking the Deselect All button clears all reference file selections.
e Click the Get Docs button to download all associated documents including
worksheets, probe/primer sheets and data sheets.

4. Using the file directory tree on the left, choose the catalog files to be imported, or click Select
All to indicate all files that are listed.

Note: To determine which catalog is the most recent one available, HLA Fusion looks first at
the lot number and then the revision number. A 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.

5. Click the Import ==t ] button.

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.

If you select a catalog to import that is in the old allele format, you are notified with a
message. Select the translation option you want to use before going to the next step.

Translate alleles Option

Translate Allele Il

The catalog - LS1AD04_002_03 pou wanlt to mpoil was created using the old allele (omat
IF you wizh the sypstem will ranslate these alleles nto new allels format. Please note that
the old alleles which do not have matching new allele names will be kept and imported as is.

Do pou wish bo translstey

Yes Mo e All Mo All

6. Click Yes, or Yes All to translate the selected catalog files.

Note: Catalog importation takes a bit longer when alleles are also translated.
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| Latest Lot or Revision = |

The results of your reference catalog update are

'VUONE LAMEDA ® ® ® | noted by Fusion at the bottom, left of the
Reference file processing completed. 2 processed, 0 skipped. Reference File Manager window.

6. Click the Close button to return to the previous Update Reference window.

Note: Imported catalog files can be used without restarting Fusion.

Updating Catalog Files from the One Lambda Download Site

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.

4. Click the Import button to import the selected catalog files.

Reference File import progress

Importing to DB... (70 % complete)

(JJONE LAMBDA ® ®

5. When the confirmation dialog box displays the importation results, click OK.

6. Click the Close button.

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.

7 Update Reference File x|

HLA Fusion~ 000000

— mport Directory

=5 My Computer
Folder/ et

Directory tree | =,
S G\

2. Select the NMDP option.

NMDP Code s Qatalog‘f;' NMDP )(‘ LocalCode € PGroup (" GGroup ¢ Serology Equivalent

option
Import NMDP
Information [ Import NMDP ‘ | Auto Update ‘
on last st Version Update Date: /132012 Last Dowrload Date: 4/13/2012 Go to NVDP
download
and update ‘

(VJONE LAMBDA ® ® ®

Ready

Updating NMDP Code
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3.
4.
5,

Navigate to the NMDP file on a local or network drive, using the Import Directory tree.
Click the Import NMDP button to import the selected file.
Click the Close button 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.

Click the [Download] link, or from the main menu, select Utilities > Update Reference >
Update Reference File.

The Update Reference File dialog box displays.
Select the NMDP option.

P e .

Catalog @ MMDF Local Code

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.

2.
3.

4.

Copy the local code template from the HLA Fusion CD to a local drive.
Use a text editor to edit the template and add code definitions.

Follow the example format, using a Tab to separate each field and a slash (/)to separate
multiple values within a field: letter code <tab> numeric allele extension to which the code
applies

Save the file as local code.txt

See the next section, Updating the Local Code File, to import the file.

HFR-MAN-v3.x.x-EN-00, Rev 0 176



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

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

Di -5 Wy Computer
irectory/ ___ NG
Folder tree =N

2= JcR\

Local Code
i  Catslog ¢ NMDP{f* Local Code PGroup ¢ GGroup ¢ Serology Equivalent
Option C )

import Local Code
’7-: Import Local Code ‘

ST

Ready

Select the Local Code option as shown above.
Use the import Directory Tree to locate and select the Local code file to be imported.
Click Import Local Code to import the selected file(s).

Click Close to return to the Update Reference menu.

o~ WD

Updating P Group and G Group Files from the One Lambda Website

The P Group and G Group files, (as published by IMGT) can be downloaded from the One Lambda
download site:

download.onelambda.com/pub/tray_info/Windows/HLA Fusion_Catalogs/P_and_G_Group/

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: P/G Grouping
|

HLA Fusion- 000000

- Import Directory

B+ 2 My Computer
ER=TeN

Directory/ — =0
Folder tree =28

S GA

P Group &

.
G Group € Catalog © NMDP € analCudE@Gmup s G@(‘ S B
options
~Import NMDP
Jex ‘ Import P Group || Auto Update |

Ready

2. Click the Import P Group button, or the Import G Group
buttons.

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).

3. 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

 Update Reference file

HFusion-

000000

= B Wy Computer
b= C
- 0
= e
=1

Directory/
Folder Tree ™™

Serology

© Calsg © NMDP C Local Code € Pmrﬁ Equiva'ent

mpon Serciogy Eausvalert option
I | mgon Sercloay || Auto Update | P

Gula QU

Last Update: 201 1snuary (KR Ao 13, 2012

POBHE e o 0

Ready

4. Select the Serology Equivalent option.

Click Auto Update to open the One Lambda Catalog Updates Selection
window.

6. Select the check box next to all files you want to import.

7. Click Import Serology [_me=ts=ses | to import the selected files. Catalog files are ready for use
without restarting HLA Fusion.

After the confirmation dialog box displays import results, click Ok.
Click the Close button.

Note: If Auto Update does not respond, verify your network connectivity and that the URL you
set for Serological in Utilities > URLs & Paths is correct.
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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.

7 Catalog Management x|
90000006
FlowPRA
o
5[ Status | CataloglD CatalogType | LocusType |NOMDale  |IMGT | Catalog Notes ﬂl
P|A  |RSSOTA01102  |LABType A Jznuary 2010 2280 [January 2010 nomenclature update based on IMGT/HLA database vers ||
T/  |RSSOWA011 06 |LABType  |A Juy 2010 [3.1.0 [July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSOTA 01108 |LABType A January 2011 (330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTA 01201 |(ABType  |A January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTA_1ZR00  |LABType A January 2011 330 |New ot Based on January 2011 (IMGTIHLA database version 330} a ||
r RSSOTB_013.07  |LABType  |B January 2010 [228.0 [January 2010 nomenclature update based on IMGT/HLA database vers ||
/s RSSO 0404  |BType |8 January 2010 2280 |January 2010 nomenclature update based on IMGT/HLA database vers ||
[~ |RSsOWB 0407  |BType |8 July 2010 310 |July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSOTB_014_ 11 |LABType  |B January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTB015.01  |LABType  |B January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTB_13A 04 |LABType B January 2010 2280 |January 2010 nomenclature update based on IMGT/HLA database vers ||
F[a  |RSSOIC008.03  |ABType  |C Jznuary 2010 [228.0 |January 2010 nomenclature update based on IMGT/HLA database vers ||
C[a  |RSSOIC_008.05  |LABType  |C Juy 2010 [3.1.0 |July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSOTC_ 00507 |(ABType | January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTC_0001  |LABType  |C January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
F[s  |RSSOIE47.00101 |LABType  |ABC Iy 2010 [3.1.0 | July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSOTE4T_001 02 |LABType  |ABC January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTEA7 002 01 |LABType  |ABC January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTS1 00305 |LABType B January 2010 2280 |January 2010 nomenclature update based on IMGT/HLA database vers ||
F[a  |RSSO1S1 00402  |ABType B January 2010 2280 [January 2010 nomenclature update based on IMGT/HLA database vers ||
/s  |RSSO1S1.0040¢ |LABType B Juy 2010 [3.1.0 |July 2010 nomenclature update based on IMGT/HLA database version ||
r RSSOTS1 004 06 |LABType  |B January 2011 330 |January 2011 nomenclature update based on IMGT/HLA database vers ||
r RSSOTS1 00500 |ABType B January 2011 330 |Newlot Based on January 2011 (IMGT/HLA database version 330) 3 ||
r RSS01S4_.003.07  |ABType  |B January 2010 2280 [January 2010 nomenclature update based on IMGT/HLA database vers ||
4 | »
[ Show Archived Catalogs | Check All | Summary Report || Detail Report | Expot | Achive | Unarchive | Delete | Close |
[JOHE Lamzoa @ 0@ |

Archive Catalog

2. Select the S (select) check box for the catalog files you want to archive, and click the Archive
button.

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
8! r RSSO1S4_003_07  |LABT,
% 7 A RSSO154_004_02 LABT

v Show Archived Catalogs i

' VHONE LAMBDA © ® @

Archive and unarchive catalog files

Na |LABScreen o List

LABType hd
Place a check mark here and ¥
click the Unarchive button = | Status | CataloglD Catalog| wnn
to unarchive the catalog. Iy RSSO1A 011 03 LABTypd  The letter “A
- — indicates that
— | |I¥ A === the catalog
Place a check mark here and RSSO1A_011_08 LABTypt :f:h?::;
click the Archive button == N TR .
to archive the catalog. r RS501A 012 01 LABTyp
== ~ RSS014_12R_00 LABType

e Inthe Archive Catalog window, select the check boxes next to the catalogs you want to
un-archive, 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.
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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.

1.

From the Main Menu, select Utilities > Update Reference > Catalog
Information/Management.

Select the check box next to any catalog you want to delete.

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.
2.

From the Main Menu, select Utilities > Update Reference > Catalog Management.
Click a column header if you want to sort the catalog file list.

> (Optional) If you want a report in the old format, select the check box next to Old Format
report.

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.

2
3.
4

To add or remove an association, select Utilities > Catalog Template Association.
Add a New Association.
Select a catalog file.

Type in a new template name, or click Browse to select a Luminex template file (.Ixt format)
to associate with the filename.

Remove an Association.
Select a catalog file.

Select a template name and click Remove.

HFR-MAN-v3.x.x-EN-00, Rev 0 182



One Lambda | User Manual: HLA Fusion™ Research Software 3.0 (FUSREPGRX)

To modify an Association:

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 > Demographic/Allele
Frequency.

Allele frequency import

"3 Demographic/Allele Freguency X[

HLA Fusion- 9000000

—Create and Update Demographic/Allele Frequency

|(" Create Demographic Group @ |pdate Alleles and Frequency Delimiter I j ¥ Skip First Row Allele Column E ‘
Updated Alleles Source File :  [C:\OLI FUSION data‘session'\Data Reference Files\Miscellanous05-03-07 DRE345 El
Alleles not in the for selected d. hic group: Allele Test 1
Select Allele/Sera Frequency o

M |28(04)

I |29E FR—

e W Create New Group

[EET =

I |2Hy

[T |33{a5)

I [34(85)

7 |35(C5) -

— Demographic Group and Frequency in Database
Active | Name

| Allele/Sero | Frequency =

A01:01:0
A01:01:01:1
A01:01:01:02N
A01:01:02
A01:01:03
A01:01:04

[ |M&nm||[l|)li(ﬂe&nq)||De|ele(in|.pHTrauldeNlela||Expnrl||Sa've||Clnm|

"VJONE LAMBDA ® ® ®

Select the Create Demographic Group option.
Click the Browse L= button and locate Allele Frequency files.
4. Click Import.
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When an Allele Frequency file is successfully imported, the groups it contains are listed in
Demographic Group and Frequency in Database.

5. Click Save.

Note: 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 | ¢ D
1 |Official Name  Jopan _ Caucosianoli2
2 A*0101 0.2 0.1 0.2
3 AT010101 0.2 0.02 0.2
4 A*D1010101 0.2 0.003 0.2
5 A*0201 10.9 2
6 AT02010101 109 56
7 AT020106 0.01 3
8 A®020107 om 4
9 AT020110 0.01 4
10 |A®020301 0.02 0.02
11 | A™020302 0ol 0.01
12 | A™020601 10.4 10.4
13 |A™020602 0.01
14 A™0207 24 24
15 A"0210 0.1 0.1
16 | A®D215MN 0.0l
17 A*0218 0.02 0.02
18 |A®0228 0.02 0.02
15 A®Dz242 0.01
20 | A*0251 001 o0.01
21 |AT0253N 001 o0.01
22 A*0259 oo
23 Atozi oo 0.01
24 AT0271 0.01 .01
25 Atoen2 0ol
26 AT0301 08 0.8
27 A*03010101 0.8 0.8
28 A*0302 ooz 0.02
25 |[A*1101 81 B1
30 A*110101 831
31 |A*1102 0.1
32 |AT110201 0.1 0.1 0.1
33 AT24020101 35.6 35.6 35.6
34 AT24021 35.68 315.6 15.6
35 AT2404 0.02 0.02 0.02
36 | AT2408 o0.02 0.02 0.02
37 |A®2420 002 0.0z 0.0z
38 AT2425 0.01 0.01 0.01
39 |A®2443 0.01 0.01
40 | A®2601 9.2 9.8
41 A®260101 9.8 9.8
42 A®2602 2.2 2.2
43 | A™I603 2.1 21
44 A"3604 0.01
45 A"2605 0.02
45 AT2606 0.02
47 |A®2611N 0.01
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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 > Demographic/Allele

Frequency.

Allele frequency import

o~ DN

), Demographic/Allele Frequency

HLA Fusion®

0000090 O

~Create and Update Demographic/Allsle Fraquency

[ Creste Demographic Grwp @ Lpdats Alelos and Frequency  Demicr [TA3 =] ¥ SkphsPow  AekComa [T =] |
Updated Alleles Source File :  [C-\OLI FUSION'\data'session'Data Reference Fles\nterface \QQQQGAA.CSV E
Alleles not in the database for selected demographic group Allele Test 1
Select | Allele/Sero Frequency
4 "G023g"
* r [ ———
I (Cresie New Group
— Demographic Group and Frequency in Database
Active | Name Allele/Sero | Frequency =3
Allele Test 1
» W [Test 1 "C4653"
A0
AT01:01:01
AT01:01:01:01
A0 -0-01-09M =
4 I ;l_l

[ [ New Group | [ Duplicate Group | [ Delete Group | [ Translate Alleles | [ Export | [ Save || close |

VIONE LAMBDA ® ® ®

Select the Update Alleles and Frequency option.

Click the Browse L] button and locate the Allele Frequency file you want to update.

Double-click on the file, or click Open in the browser window.

Do any or all of the following to modify the file:

Add/delete alleles

Delete existing demographics
Change the allele frequencies
Convert allele format

Click Translate Alleles

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® 00000006
CREG Type: jout 1| Delete
New CREG Type:
Group Name Group Detail T
» | 1C(10) A25(4),A26 034 AGE I
1C(19) AZ9.A30,431 A32(4) A33.A74
1C A1,A36,ABD A3, A23(4) A24(4) A3.A
2C AZ3(4) A24(4) ABB AES A2 =
5C B57(4),B58(4) B35(6),B53(4) B51(4) BE2(4), B78(E) BE2(E), BE3(4) BT5(E),BTE(6) B77(4) B71(6) B72(E) B45(4) B50(E) B18(6) . B37(4)
ic B37(4),B27(4) B47(4) B13(4) B7(6) B41(6).B42(6) B46(E) B48(6), BT 3(6) BE1(E) BEO(E) BE1(E) B54(E) BEE(E) . BEE(E)
8C B8(E).B35(E),BET(6) BE4(E), BE5(E) B128(6).B3B(4) BES(4)
12C B13(4),B44(4) B45(6) B49(4) BE0(E), BEO(E) BE1(E) B41(E), B4E(E) BE2(E)
Bwd Lowrd Bwed
Bwé Bwt 'l
[ | v
Save || Delete Group || Close: |
[ONE LameDA © 00 |

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:

e 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
e Change Micro SSP product configuration
e Change Abl filename configuration for SBT analysis
e Change product settings for LABScreen Mixed analysis
e Change antibody screening analysis settings

e Change default negative serum values for LABScreen analysis
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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 = ) HicroSSP Analysis Conlfiguration

= . - i = )
HLA Fusion- 0000 HLA Fusion- OO0
Product Type: [LABType = PodtTipe:  [Mouss? =]
" Code Code
& RMDP  Local G - P -
& NMDP € Local Code £ PGroup £ GGowp B ::E o Lok i
o
€ NoCode
Cross Code
Cross Code ™ Erusbie Crosa Code
",_ Enable Cross Code
Demographic [Tea 1 =] Ex1 H“W"F‘** = |
Demogrphic [pone) 7] [ MmberofFase = I Bot/Bt kermation
™ Bw4/Bw Information ™ Computer fesigred Serslogy

I Computer Assigned Serology

Min Postive Control
Min Bead Court * 100

Min Bead Faiure Threshold (%) *
Close Bead Foxn Threshold

I~ Display Popup message for Low Bead Court Low Posttive Control
™ Allow Auto Accept All
I™ Save Force 1Pairs

[Fesctiwou || save || o | |Hh0u.|| sam [ Ome |

[LONELamaDA ® 00 | [ONE LAmuos © 09 |
LABType and Micro SSP Configuration settings

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.

e 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.

e 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.
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Serology auto-assignment warning

I\_ ' assignment and may not be 100% accurate.

We suggest that you review these assignments and make appropriate
changes to obtain the expected assignment.

e ‘-I This option enables aute assignment of Serelogy which is a suggested

4. Click the OK button to acknowledge the cautionary message.

5. Click Save to save your changes.
6. Click Close to return to the Update Reference menu.

P and G Code Configuration for LABType

P and G code definition downloads are similar to NMDP. They can be imported from files or by using

Auto Update.

==

Cross Code
Enable Cross Code

Ready.

@ G Group

| HLA Fusion-_| @@ e @® e voucan use the LABType Analysis Configuration screen to
S : choose which code you want to use for all your LABType sessions
Sewm to be imported.
§=
gm
. Clemo
mt
 Perflage
j;;"; - 5 Product Type: [U\BType v]
E-hv. HUDP  LackCad Saiogy Faurcslact  Consantiys Code
i = ) NMDP ® Local Code ® PGrowp
e () No Code

If you've selected P or G code on the LABType

I

Analysis Configuration screen, you can re-apply the

code set, (or an updated code set) to a particular

_| Auto Accept All || Apply P/G Code || Replace XX Code |

session on the Session Summary screen by clicking the  |—
Apply P/G Code button located at the bottom, right

Print

T

of the screen.
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You can also apply P or G grouping by clicking the Set

Config button during LABType analysis and selecting either

P or G grouping from the drop-down list.

Changing Antibody Product Configuration

r‘}} AnalyswsCunﬁguraﬁgEe_ﬂ_i_nh [ )
HLA Fusion® OO

Product Typs: | LABScreen PRA

Threshold:  ¥6 »  Fommula: Baseline . b Cwinclude

LowBead Count ™[50 CREG* OLI
NC Raw = |15m Epitope:
Low NC %™ |?5 Class I

Low PC*: 500 Class Il

Low PC/NC Ratio *: |2 MICA:

Negative Sample Criteria

Nommal Value of Frst Bead < - [ Display Graph Raw by Defaul
Nommal Value of Third Bead < * FM3D Correction Factor:

[ Do Not Display Waming Messages

[ Swap Bead if NCis higher than all Beads
[0 Swap Bead if NC is high

[0 Swap Bead if Low NC

O Set Max Scale User Defined CutOff

Baseline [10000 X8 ==

Ratio  [5 £ide=
Hd ==

X2 2=

[ Auto Accept Al
[ Hide Tail Analysis Window [ Use Mean of Nommal in Epitope Analysis

ResettoOLI | [ Save Close |
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MMDP Code
No Code

Local Code

P Grouping [} |
G Grouping

Cross Code

Bwd/Bwb in Serology

Demographic Information 3

Minimum Positive Contrel 3
Minimum Bead Count »

Set Sure Reaction Bead

View QC 3
@ Low Positive Threshold » I Semn

C*03:02:02:02 C*03:03:01
C*03:02:02:02 C*03:03:02

To globally change the antibody
configuration for any product:

1. Select Utilities > Antibody
Product Configuration > Set
Analysis Configuration.

2. Select a Product type from the
Product Type drop-down.

Note that antibody configuration settings are
different for each product.

3. Click the Save button to store
your configuration settings.

You may also click the Reset to OLI
button to restore the antibody
configuration to the One Lambda default
settings.
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Creating a Combined LABScreen Session Catalog

To run aClass | and Class 11 combined LABScreen analysis session, create a combined catalog to use

for your session. You must use a Class | catalog file and a Class |1 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

Select the first product catalog to be combined and click [=].

4. Select the second product catalog to combine and click [=].

e 00 B W " 3 |===)
& iy oS r
HLA Fusion- 0000000
Select products to create new products.
Product List New Product
CatalogiD ClassID | NcBeadiD | PeBeadiD | AddedDate B CatalogiD ClassD | NcBeadlD | PcBeadiD
» 1 001 002 422012102007 |
LSTAD4NC10_007_02 I 001 002 4/2/2012 10:31:01 =
I LS2ZADTNC11_008_06 1l 001 002 4/2/2012 10:30:39
LS2ADINCT1_009_03 1l 001 002 422012 1030:13 |
LS1A03-NC7_007_03 I 001 002 4/2201210:30:28
LS2ZPRANC10_012_06 1 001 002 4/2/2012 10:30:21
LS1AD4NC11_007_02 I 001 002 4/2/2012 10:30:50
! LSTAD4NC10_006_05 I 001 002 4/2/201210:29:48
| LS2PRANCE_012_05 1l 001 002 4/2/2012 10:30:21 El
I LS1PRANCE 013_05 I 00t 002 4/2/2012 10:30:39
I LSTPRANC10_014_03 1 001 002 422012 10:30:2¢
I LSTADZNCT_008_02 I 001 002 4/2/2012 10:30:13
LS2ZPRANCS_013_03 1l 001 002 4/2/2012 10:30:26
LSTPRANC10_015_00 [ 001 002 422012 10:3026
LSTPRANCE_012_03 I 001 002 4122012 10:30:15
LS2ZPRANCE_011_03 1 001 002 4/2/2012 10:30:50
LSTPRANCT_011_02 1 001 002 4722012 10:30:44
oy 1 SIPRANCE 012 N2 L[] = 01 nn2 4i2/2012 1020 '{.7’ S
New Catalog ID
(JJONE LAMBDA ® ® @

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 the Close button to exit.
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Changing LABScreen Default Negative Serum Control Value

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 Value to open the Default Negative Serum Value screen.

Setting default negative serum value

r“j) Input User Default Neg Serum Control Value @‘ 3 SeleCt a Cata|Og file, (Catalog ID)
m 4. Select an existing Negative Serum value from the
Select NS drop-down,

Catalog 1D [LS1A03-NC7_007_03 -

Select NS [ Add New NS Name -] or

Curent NS Select Add New NS Name from the pull-down
Bead ID OLI NS Default NS H

X = =L ot menu to create a new negative serum.
002 9900.9 9900.9 ) )
£ T i 5. Type a name for the new negative serum into the
085 2306 2306 Current NS field.
086 168 168
= = - 6. Edit Default NS values for the desired beads in the
— — - right column.
091 153.6 153.6 ;
02 1) 111 . Click the Save button to store the changes.
034 2459 2459 .
035 1916 1916 8. Click the Close button.
097 2422 2422
038 1781 1781
039 189.3 189.3

Changing the LABScreen Mixed Product Configuration

You can change LABScreen Mixed analysis positive and negative threshold settings for each product or
lot. The new cut-off 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.
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LABScreen Mixed Product configuration

[ &; Set Mixed Product Configuration - =
HLA Fusion®
Catalog ID [Lsmzmt:ﬁ_ms_na -
Gas:olsilwe Threshold 15
MNegative Threshold 12
He Threshold £ 3. Select a product catalog from the Catalog ID drop-down
Class || list.
Positive Threshold 15 ) A
Negaiive Threshold 12 4. Edit threshold values. For LABScreen Mixed catalogs, the
No Theshold 50 threshold values can be set at the bead level.
MIC .
Posive Theshold 15 Click Save to save the new values.
Negative Threshold 12
Ne Threshold 50 6. Click Close.
\ SetOLIDefault | | Save | | Close
'YUONE LAMBDA ® 8 8

NS File Import
CECTEEES S
Importing NS Files H LA FUSiOﬂ“‘ )

Import M5 File
M:AHLA Fusion 3.0.0 - TestingWNS File Import\LS-NCE_RevODRAFT csv

Negative Serum (NS) files can be imported to be 4“ Ns Nare
»

referenced during analysis.

1. From the Main Menu, select Utilities >
Antibody Product Configuration >

NS File Import.
2. Click the Browse [ ] button to locate and Bxisting NS Fies

select NS fi Ies. Catalog Ns Name lshctive  *
3 LS1AD1_DD6 LS-NC 6.1

<]

3. Click Import NS File. LA (SNEsT
LS1A02_006 LS-NC 6.1

. . . LS1AD2_007 LS-NC 6.1

When an NS f!Ie is successfully imported, it S Amne o |eaced

is listed in Existing NS Files. LSTADINCE_007 |LSNCE1
LS1AD4_001 LS-NC 6.1

i Close LS1PRA_010 L5-NC 6.1

4. Click the Close button to return to o 0 | sace
the Update Reference menu. IS2PRA g0 |IsNCet @l

o
§

NE LAMBDA ® 8 &
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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.

-
&, Fusion Setup

HLA Fusion~

General Setting | Printer Setup | URLs | Paths |

Enable Audit Trail Logging [7]
Enable Auto Download of Reference Files [

Default Patient/Donor Type Patient
ELISA Reader Serial Pot  COM1 -

Auto Doner PRA Calculation 7]
Donor Groups for PRA

Stay Cument Sample AMter Save or Confim [T

Defaut Home Page [ 7]
Secondary Ab I:l

Save||ﬂnse|

{E LAMBDA ® @ 8

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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— — N
[ ron e S

HLA Fusion- 9000000

ral Setting | Printer Setup | URLs | Paths |

Print Screen

Show print preview didleg @ Yes ) No

Default printer | Select one -]

Paper size [select ane -

Print Report

Show printreportdislog  © Yes () No

Default printer | Select one 9

Paper size (Selectons <)

Printer Setup

2. Select from the following options for both the Print Screen and Print Report panels of the
dialog box:

e If you 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 If you 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.

Setting HLA Fusion Default URLs and Directory Paths

The URLs & Paths option under the General Settings menu allows you to set the default URLs 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 URLS 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.

2. Select the URLSs tab, or the Paths tab.
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General Sefting | Printer Setup | URLs [ Peife’
Catalog

General Setting | Printer Setup || URLs | Paths
HLA Fusion Website

[Fetp:/7arnon OneLambda com ] E \OLI FUSION'data'\catalog
One Lambda, Inc.. Catalog Fies AL Sessions/Batch
[Peto //downioad onelambda.com/pub Aray_info Windows/HLA _Fusion_Catalogs/ [ =] MAHLA Fuson 30,0 - Tesing
One Lambda, Inc., Web Services URL MNote: Please store the product specfic CSV files in the following subfolders.
[ o/ inguinsorm anelamba com/oli_wsveabdata asmx ] |Z| LABScreen, LABType, LAT, MicoSSP
One Lambda, Inc.. Serological URL Repotts
rite://donrioad oneiambda o Aray_irfo/Windaws/HLA_Fusion_Catalogs/ =] [o\OLI FUSION deta\veport
NMDP URL et
[Ftto:/bicirformatics nmdp.org/HLA/Alele_Codes/Alile_Code _Lists/Alele_Cods _List_in_Numerical_Order asp| B nieface
\OLI FUSION data\axport
NMDP Download URL e 2
[ttp:/icirformatics nmdp.org/HLA/numeric.v3 2in | B Temp
HLA Fusion Software Download/Update URL [>*\OLI FUSION data'termp

[t 7/dowload onelambda-com/pub Aray_info/Miindows/HLA_Fusion_CatalogsDocument,Software Update_| [~ |
One Lambda, Inc.,, Documents Dowrload URL

Run files for xponent flexmap)
[M:AHLA Fusion 3.0.0 - Testing\LuminexxPONENT 3.1 Test

[Pt omelambea.com/Source /pdffles/ I1[E]
One Lambda, Inc., P, G Groups Download URL Converted H[’"‘Es :
[Pttp //download.onelambda.com/pub Aray_irfo /Windows/HLA_Fusion_Catalogs/P_and_G_Group/ | B |M:\HLA Fusion 3.0.0 - Testing\HD Converted files

Tutorial Video
‘c AOLI FUSION\data\HLA Fusion Tutorial

One Lambda, Inc., Tutorial Video Dowrload URL
rtp//dowrload orelambda.com/pub Aray_info,Mfindows/HLA_Fusion_Catalogs/Document/HLA Fusion Tutord| [ |

FPBRE LAMEDA ® ® 8 [V ONE LAMBDA ® 0 ®

URL’s Tab - Paths Tab

3. Enter a URL and verify that it's correct by clicking the Browse [ button.

4. For paths, use the Browse [ ] button to locate the directory you want to use for the specified
purpose, (i.e., where you want to store reports when they are generated).

5. Click the Save Button to store your preferences.

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.
|

HLA Fusion” [ X

Please select the produci(s)

—Molecular ————————————— [~ Antibody
¥ LABType ¥ LABScreen
¥ MicroSSP ¥ LaT
¥ LcT
¥ FowPRA
¥ Quantiplex Beads

Mote: Please select at least one product | OK | | Cancel
VJONE LAMBDA ® ® ®

Select/Activate products

2. Select or clear the check box next to the product(s) you wish to activate or de-activate.
3. Click the OK button.
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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 1Q (Installation Qualification) option 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 1Q 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 1Q 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 > 1Q.

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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Dreme = P

HLA Fusion~

[ Qualification (1Q) Report
Installation Qualification Type =
= p | System information: ] l
i Value o
DOperation System: ‘Windows 7
Service Pack:
Region: United States
Language: English (United States)
Qualification Type \
=- Database: ‘
Value
Fusion SQL Server: SQL Server 2005 9.00.5000.00 SP4 Express Edition
HLA Fusion Database Version: 3.0.0.13925
Fusion Database: (local\FUSIONFUSION_BSmith
Fusion Database size and usage: 4% - 161 MB of 4096 MB DB size
Audit SQL Server. NiA
Audit Database: NiA
Audit Database size and usage: N2
Qualification Type \
=l | LabInformation: |
Value
\ Lab Name: S\ Regicnal Bic-Lab
="

-

"VIONE LAMBDA l

Typical 1Q Report
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