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Intended Use

For In Vitro Diagnostic Use
Intended Use

GenetiSure Dx Postnatal Assay is a qualitative assay
intended for the postnatal detection of copy number
variations (CNV) and copy-neutral loss of heterozygosity
(cnLOH) in genomic DNA obtained from peripheral whole
blood in patients referred for chromosomal testing based on
clinical presentation. GenetiSure Dx Postnatal Assay is
intended for the detection of CNVs and cnLLOH associated
with developmental delay, intellectual disability, congenital
anomalies, or dysmorphic features. Assay results are
intended to be used in conjunction with other clinical and
diagnostic findings, consistent with professional standards of
practice, including confirmation by alternative methods,
parental evaluation, clinical genetic evaluation, and
counseling, as appropriate. Interpretation of assay results is
intended to be performed only by healthcare professionals,
board certified in clinical cytogenetics or molecular genetics.
The assay is intended to be used on the SureScan Dx
Microarray Scanner System and analyzed by CytoDx
Software.

This device is not intended to be used for standalone
diagnostic purposes, pre-implantation or prenatal testing or
screening, population screening, or for the detection of, or
screening for, acquired or somatic genetic aberrations.
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1 CytoDx Installation Instructions

Installing Agilent CytoDx 2.1

This section includes detailed instructions and important notes for
installing the Agilent CytoDx 2.1 software on a system that does not have
a previous version of CytoDx installed.

Agilent CytoDx consists of two parts: a PostgreSQL database server and
the client software. Once you have installed the database server and client
software on one computer, you can install additional copies of the client
software on client computers that have network access to the database
computer.

The CytoDx software is part of the GenetiSure Dx Postnatal Assay, an in vitro diagnostic
& medical device.

The CytoDx software is intended for use in an environment in which system access is
controlled by persons who are responsible for the content of electronic records that are on
the system.

The Health Care Organization (HCO) where CytoDx is installed is responsible for
maintaining system security on computer systems where the CytoDx software is installed.

The CytoDx software is a clinical laboratory application appropriate for use on computers
and networks that meet all relevant security requirements for Electronic Protected Health
Information (EPHI). Applicable administrative, physical, and technical safeguards must be
in place prior to the installation and use of the CytoDx application.

+ Computer systems must be physically and electronically protected
+ HCO policies must be in place allowing only authorized users access to these systems

» An endpoint security solution must be installed on these systems that includes Virus,
Spyware, Proactive, and Network threat protection

+ Systems must be set to automatically secure themselves after periods of inactivity

+ System and application security logs and audit trails must be monitored and evaluated
against potential threats

6 CytoDx Installation & Set Up Guide



CytoDx Installation Instructions

Step 1. Prepare for installation

b.

. Download the Agilent CytoDx installer and release notes

Go to the Agilent CytoDx website at
https://genetisuredx.agilent.com/user- portal/cytodx- download.

Download the Agilent CytoDx 2.1 installer and the Agilent CytoDx 2.1
release notes. Do not start the installation until you have completed the
remaining preparation steps.

Check system requirements before you start

Check to make sure that your computer systems meet the requirements in
Table 1.

Table1  Minimum Requirements for Agilent CytoDx computers

1

Operating system
Programs

Processor

Working memory (RAM)
Hard disk space

Display Resolution

64-bit Windows 10 Enterprise, 64-bit Windows 10 Professional, or Windows 2016 Server
Any program that enables you to open PDF files (for example, Adobe Reader)

> 2 GHz (> 3 GHz recommended)

8 GB (12 GB recommended)

500 GB

1280 x 768 or higher

. Set up permissions for Installer and users

Make sure that the user account used to install the Agilent CytoDx
software has administrator permissions on the installation computer.

Make sure that every user account running the Agilent CytoDx software
has read/write permissions on the computer where the client software
is installed. In addition, users must have read/write permissions in the
installation folder of the computer where the database server is
installed.

Contact your network administrator for help in checking or changing user
account permissions. If the user account permissions are not set correctly,
the software will fail to install or run properly.

CytoDx Installation & Set Up Guide



1 CytoDx Installation Instructions

d. Adjust user account settings

Change the User Account Control settings from the default setting to
“Never Notify.”

ST BW N -

Go to Control Panel.

Click User Accounts.

Click Change User Account Control setting.
Change the setting to “Never Notify” and click OK.

Restart the machine.

Step 2. Install the database server and client on a single computer

CytoDx is a client- server software application. Only one copy of the server
software is installed. The client software can be installed on multiple
computers, including on the computer that runs the server software. The
client is the program you run when you want to use Agilent CytoDx (the
database server software runs silently in the background and manages the
shared database for all Agilent CytoDx users). All client computers must
have network access to the server computer and users must have
read/write permissions.

1

Log on to the Windows system where you want to install Agilent
CytoDx server. Use an account that has administrator permissions.

Locate the installation program that you downloaded in Step 1, “a.
Download the Agilent CytoDx installer and release notes” on page 7.
Double-click the Agilent CytoDx 2.1 application file to start the
installation wizard.

The following message is displayed.

Install&nywhere

4, Installsnywhere iz preparing to install...
L=

I
%
Figure 1 InstallAnywhere dialog box - preparing to install

CytoDx Installation & Set Up Guide



CytoDx Installation Instructions 1

The installation wizard starts.

Introduction
@ Introduction InstallAnywhere will guide you through the installation of CytoDx.
(O License Agreement
O X X Itis strongly recommended that you quit all programs before continuing with this |
RASH installation.
(O) Choose Install Set
O Get Server Details Click the 'Mext' button to proceed to the next screen. If you wantto change
O Choose Install Folder something on a previous screen, click the 'Previous' hutton.
O Provide info. of CytaDx server You may quit this installation at any time by clicking the 'Cancel' button. [Not
O Enter Administrator details recommended during 'Installing...' phase]
(O) Choose Shortcut Folder
() warmning...
O Pre-Installation Summary
() Installing...

(O Install Complete

InstallAnywhere

Cancel Previous Mext

Figure 2 Introduction screen for the installation wizard

3 Read the introductory information.
4 Click Next.

The License Agreement screen opens.

CytoDx Installation & Set Up Guide 9



1 CytoDx Installation Instructions

Agilent CytoDx 2.1.0.6 - X

License Agreement

0 Introduction Installation and use of "CytoDx' requires acceptance of the following license
B License Agreement agreement:
O Disciaimer AGILENT TECHNOLOGIES CYTODX SOFTWARE LICENSE TERMS "
(O choose Install Set ATTENTION: DOWNLOADING, COPYING, PUBLICLY DISTRIBUTING, OR
() Get Server Details USING THIS SOFTWARE IS SUBJECT TO THE AGREEMENT SET FORTH
(O Choose Install Folder BELOW.
(© Provide info. of CytoDx server TO DOWNLOAD, STORE, INSTALL, OR RUN THE SOFTWARE, YOU MUST
() Enter Administrator details FIRST AGREE TO AGILENT'S SOFTWARE LICENSE AGREEMENT BELOW.IF
) Choose Shortcut Folder YOU HAVE READ, UNDERSTAND AND AGREE TO BE BOUND BY THE

) SOFTWARE LICENSE AGREEMENT BELOW, YOU SHOULD CLICK ON THE
O waming... "AGREE"BOX AT THE BOTTOM OF THIS PAGE. THE SOFTWARE WILL THEN
() Pre-Installation Summary BE DOWNLOADED TO OR INSTALLED ON YOUR COMPUTER.
() Installing...

IFYOU DO NOT AGREE TO BE BOUND BY THE SOFTWARE LICENSE
AGREEMENT BELOW, ¥YOU SHOULD CLICK OM THE "DO NOT AGREE™BOX
AT THE ROTTOAM NF THIS PARE ANND CANCEL THE DOWNIE AN NR

() Install Complete

InstallAnywhere

Cancel Previous Mext

Figure 3 License Agreement screen

5 Read the license agreement. Mark I accept the terms of the License
Agreement and then click Next. (Click Previous to review information
in a previous section.)

The Disclaimer screen opens.

10 CytoDx Installation & Set Up Guide
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Agilent CytoDx 2.1.0.6 - X

Disclaimer

& Introduction

Q License Agreement The CytoDx software is part of the GenetiSure Dx Postnatal Assay, aninvitro  »

& Disclaimer diagnostic medical device.

O ch Install Set The CytoDx software is intended for use in an environment in which system
S IEELEE access is controlled by persons who are responsible for the content of

(O Get Server Details electronic records that are on the system.

O Choose Install Folder The Health Care Organization (HCO) where CytoDx is installed is responsible o

O Praovide info. of CytoDx server

O Enter Administrator details

(O) Choose Shortcut Folder

() warning...

O Pre-Installation Summary

(O Installing...

() Install Complete

This disclaimer note is also available in the installation folder under Client
directory in the file 'Disclaimer.td'.

InstallAmpwhere

Cancel Previous Mext

Figure 4 Disclaimer screen

6 Read the disclaimer on the screen. To acknowledge and accept the
conditions of the disclaimer, mark the check box and click Next.

The Choose Install Set screen opens.

CytoDx Installation & Set Up Guide 11
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CytoDx Installation Instructions

Agilent CytoDx 2.1.0.6

@ Introduction

i@ License Agreement

@ Disclaimer

& Choose Install Set

() Get Server Details

(O) Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details
() Choose Shortcut Folder
() Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

InstallAnywhere

Cancel

- x

Choose Install Set

°O

°O

Both Client and Server
Select this option if you want to install both CytoDx server database and CytoDx
client software on this machine.

Only Client

Select this option if you want to install only CytoDx client software. During the
installation process, you will be asked to provide a valid address for a CytoDx
server database forthe client software to connectto. fyou need to upgrade anly
client software, after removing the previous client installation, select this option
to install the cumrent version of CytoDx client software.

Previous

Figure b Choose Install Set screen

7 Select Both Client and Server to install both the database server and
client software on this computer.

8 Click Next.

An Information message opens. Click OK to continue. The Choose
Install Folder screen opens.

CytoDx Installation & Set Up Guide
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Agilent CytoDx 2.1.0.6 - X

Choose Install Folder

0 Introduction Where would you like to install Agilent CytoDx Software?
0 License Agreement CilagilentiCytoDx2.1.0.6

@ Disclaimer

@ Choose Install Set

@ Get Server Details

B Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details
() Choose Shortcut Folder

() Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

Restore Default Folder Choose...

InstallAnywhere

Cancel Previous

Figure 6 Choose Install Folder screen

9 By default, the program is installed in: C:\Agilent\CytoDx2.1.X.X (where
X.X is the revision number). Leave this folder as-is, or type the location
and name of the folder where you want to install Agilent CytoDx.
Alternatively, click Choose, browse to a location where you want to
install the program, and then click Save.

Make sure to install CytoDx on a drive with at least 500 GB of hard
drive space avatlable.

Within the installation folder, a subfolder is created for the server
software and another subfolder is created for the client software.

10 Click Next.

The Enter Administrator details screen opens.

CytoDx Installation & Set Up Guide 13



1 CytoDx Installation Instructions

Agilent CytoDx 2.1.0.6 - X

Enter Administrator details

@ Introduction

0 License Agreement Please provide valid username to be used as administrator in the Agilent 2
@ Disclaimer CytoDx client software.

@ Choose Install Set Example:

@ Get Server Details In case of domain user - DOMAINWSer_name

G Choose Install Folder In case of local user - MACHINE_MAME\administrator v

0 Provide info. of CytoDx server
@ Enter Administrator details
() Choose Shortcut Folder

() Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

Username | AGILENT\dhuffman

InstallAnywhere

Cancel Previous

Figure 7 Enter Administrator details screen

11 The domain and user name of the person currently logged on to the
computer appear in Username. If this Username is not the System
Admin for the Agilent CytoDx software, type the correct user, using the
format example shown.

For domain user: DOMAIN\username
For local machine: MACHINENAME\username
12 Click Next.

The Choose Shortcut Folder screen opens.

14 CytoDx Installation & Set Up Guide
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Agilent CytoDx 2.1.0.6 - X

Choose Shortcut Folder

0 Introduction Where would you like to create product icons?
G Lezmseig eenmerl (® In a new Program Group: | AgilentCytoDx
@ Disclaimer

@ Choose Install Set O Inthe Start Menu

@ Get Server Details

@ Choose Install Folder
@ Provide info. of CytoDx server O Inthe Quick Launch Bar
Q Enter Administrator details

() On the Desktop

() Other: Choose...
& Choose Shortcut Folder
() Warning... (O Dant create icons
O Pre-Installation Summary
() Installing...

() Install Complete

Create |cons for All Users

InstallAnywhere

Cancel Previous Mext

Figure 8 Choose Shortcut Folder screen
13 By default, program icons are installed in the Agilent CytoDx 2.1.X.X
program group on your computer (where X.X is the revision number).

To select another location for the program icons, select the desired
location (on the desktop, for example) and then click Next.

If more than one user plans to use Agilent CytoDx on this computer, select Create Icons for
All Users. Otherwise, other users do not see the program icons.

The Warning screen opens.

CytoDx Installation & Set Up Guide 15



1 CytoDx Installation Instructions

Agilent CytoDx 2.1.0.6 - X
Warning...
0 Introduction Do notabortfcancel the install process until the installer finishes installing all the

g License Agreement required components.

O Disclaimer Aborting the install process in between does notroll back the install actions
@ Choose Install Set which will cause issues in the next install process.

@ Get Server Details

@ Choose Install Folder

O Provide info. of CytoDx server
0 Enter Administrator details
@ Choose Shortcut Folder

B Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

InstallAnywhere

Cancel Previous

Figure 9 Warning screen

14 Read the message that cautions you not to stop the installation once it
has started, and then click Next.

The Pre-Installation Summary screen opens.

16 CytoDx Installation & Set Up Guide



CytoDx Installation Instructions 1

Agilent CytoDx 2.1.0.6 - X

Pre-Installation Summary

0 Introduction Please Review the Following Before Continuing:

i@ License Agreement
Product Name:

@ Disclaimer AgilentCytoDx
@ Choose Install Set
@ Get Server Details Install Folder:
ChagilentiCytoDx2.1.0.6
@ Choose Install Folder g W
0 Provide info. of CytoDx server Shortcut Folder:
Q Enter Administrator details C\ProgramData\Micros oftiWindows\Start Menu\Programs\AgilentCytoDx

@ Choose Shortcut Folder Disk Space Information (for Installation Target):

@ Waming... Required: 707,686.59 KiloBytes
@ Pre-Installation Summary Available: 157,425,172 KiloBytes
() Installing...

() Install Complete

InstallAnywhere

Cancel Previous

Figure 10  Pre-Installation Summary screen

15 Review the installation setup information. If you want to change any of
the settings, click Previous and go back and change the settings. To
start the installation, click Install.

The Installing Agilent CytoDx screen opens and is displayed until the
installation is complete.

CytoDx Installation & Set Up Guide 17



1 CytoDx Installation Instructions

Agilent CytoDx 2.1.0.6 - X

Installing AgilentCytoDx

@ Introduction

i@ License Agreement
@ Disclaimer

@ Choose Install Set
@ Get Server Details
@ Choose Install Folder

@ Provide info. of CytoDx server y
il

@ Enter Administrator details : ’
@ Choose Shortcut Folder

@ Warning... |
0 Pre-Installation Summary g
& Installing...

() Install Complete

Installing... Moving Folder: data

InstallAnywhere

I
Cancel 33%

Figure 11 Installing Agilent CytoDx screen

When the installation is complete, the Installation Complete screen opens.
16 Click Done.

17 Make sure the folder where you installed the software is shared with
read/write permission for all client computers and for all users who
run Agilent CytoDx.

Step 3. Install the client software on additional Windows computers

To use other computers to run Agilent CytoDx client software (with a
shared database), install the client software on each of the computers.

1 On each computer you want to run the Agilent CytoDx program, run
the installation wizard, as described in “Step 2. Install the database
server and client on a single computer” on page 8.

2 When the Choose Install Set screen opens, select Only Client.

18 CytoDx Installation & Set Up Guide



CytoDx Installation Instructions 1

Agilent CytoDx 2.1.0.6

@ Introduction

i@ License Agreement

@ Disclaimer

& Choose Install Set

() Get Server Details

(O) Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details
() Choose Shortcut Folder
() Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

InstallAnywhere

Cancel

- x

Choose Install Set

9] @™ Both Client and Server
Select this option if you want to install both CytoDx server database and CytoDx

client software on this machine.

® Only Client
Select this option if you want to install only CytoDx client software. During the

installation process, you will be asked to provide a valid address for a CytoDx
server database forthe client software to connectto. fyou need to upgrade anly
client software, after removing the previous client installation, select this option
to install the cumrent version of CytoDx client software.

Previous Mext

Figure 12

3 Click Next.

Choose Install Set screen — select Only Client

The following dialog box opens to inform you that you have selected to
only install the CytoDx client.

Information

and client sofhware option.

Onhy CytoDx client software will be installed.

“ou have selected to install CytoDx client sofhware onlhy. “ou will
need to connect to a CytoDx senver database in orderto run the
software. If you do not have an existing CytoDx server installed,
please select"Cancel" and then select to install both CytoDe senver

0K Cancel

Figure 13

Dialog box — Agilent CytoDx software installation

4 Click OK in the dialog box to continue.

The Choose Install Folder screen opens.

CytoDx Installation & Set Up Guide
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Agilent CytoDx 2.1.0.6 - X

Choose Install Folder

0 Introduction Where would you like to install Agilent CytoDx Software?
0 License Agreement CilagilentiCytoDx2.1.0.6
@ Disclaimer Restore Default Folder Choose...

@ Choose Install Set

@ Get Server Details

B Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details
() Choose Shortcut Folder

() Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

InstallAnywhere

Cancel Previous

Figure 14  Choose Install Folder screen

b By default, the program is installed in C:\Agilent\CytoDx2.1.X.X (where
X.X is the revision number). Leave this folder as-is, or type the location
and name of the folder where you want to install Agilent CytoDx.

OR

Click Choose and browse to a location where you want to install the
program, and then click Save.

6 Click Next.

The Provide Info. of CytoDx server screen opens.

CytoDx Installation & Set Up Guide
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Agilent CytoDx 2.1.0.6 - X

Provide info. of CytoDx server

@ Introduction
0 License Agreement Please provide address for CytoDx server.
@ Disclaimer If server is on this machine, enter “localhost” under Host. If server is on another

machine, enter the machine name such as “testserver.scs.agilent.com”
@ Choose Install Set

@ Get Server Details
@ Choose Install Folder
@ Provide info. of CytoDx server

Host

O Enter Administrator details localhost
() Choose Shortcut Folder
() Warning... Port
O Pre-Installation Summary 8005
() Installing...
() Install Complete
InstallAnywhere

Cancel Previous

Figure 15  Provide Info. of CytoDx Server screen

7 Under Host, type the assigned computer name or IP address of the
computer (from step 2) where you installed the Agilent CytoDx
database server. (To find the computer name of your current computer,
click Start > Control Panel > System.)

8 Accept the default Port, unless your system administrator tells you
otherwise.

9 Click Next.

Installer immediately tests the connection to the specified database. If
incorrect database parameters are provided, or the PostgreSQL database
service is not running, a message is displayed.

You can choose to complete the installation and change database
connection parameters when launching the client software. However,
Agilent recommends that you provide the correct database information
during installation.

CytoDx Installation & Set Up Guide 21
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Continue the installation wizard. The next screen is the Choose Shortcut
Folder screen. Follow the instructions for the installation wizard to choose
a shortcut location and start the installation. For information, see step 13
(page 15) through step 17 (page 18) in the section “Step 2. Install the
database server and client on a single computer”.

Step 4. Start the Agilent CytoDx client software

After you install the Agilent CytoDx database server and client programs,
start the program.

e Double-click the Agilent CytoDx icon, or select Agilent CytoDx from the
Windows Start menu.

How you start the program depends on the choice you made for Shortcut Folder during
installation of the Agilent CytoDx client.

Step 5. Log in to Agilent CytoDx

After you start the program, the Login screen opens. The name and
domain for the System Admin set during installation appears in the dialog
box.

Sign In

Username | dhuffman
Password

Domain | AGILENT .

Login Cancel

Figure 16  Sign In panel of the Login screen

CytoDx Installation & Set Up Guide
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1 Log in with your user name and password. After the software is
started, a System Admin can add additional users and assign their
roles.

2 Next to Password type your password.

3 To change the domain, click the arrow next to Domain and select the
correct domain. Otherwise, leave it as-is.

4 Click Ok.

If you are using a local machine that is not part of a domain, you see a message that the
software cannot find the domain. Click OK to ignore this message.

Step 6. Add your software license and launch the software

When you log in for the first time, the Enter License dialog box opens
(Figure 17).

1 If you do not already have the license file saved to your computer, click
Request for license to open the Agilent website to the CytoDx license
request page. Enter the username and password for your GenetiSure Dx
account, which was created by Agilent upon purchase of the GenetiSure
Dx Postnatal Assay. You will then be directed to a license request form.
Complete the form on the page, making sure to select the appropriate
version of the CytoDx software. When the form is complete, submit
your request for a license.

Agilent will send you the license file, at no charge, within 24 hours. The
license is contained in a text file. Each computer on which you install
CytoDx needs its own license file. The license is specific to the version
of CytoDx that you selected in the request form.

CytoDx Installation & Set Up Guide 23
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i Enter License X

Please provide license information to activate the functionality of Agilent CytoDx.

Host Name = 5CG7331WJ

Please paste your license textin the area below:

& Edit license in textbox

Request for license Browse Iﬂ) Cancel
Figure 17  Enter License dialog box
2 At the bottom of the Enter License dialog box, click Browse.
The Open dialog box opens.
3 Browse to the saved license text file. Select the file and click Open.

The program loads the contents of the file into the text box on the
Enter License dialog box.

Click OK.
The Agilent CytoDx program opens to the Home screen (Figure 18).

CytoDx Installation & Set Up Guide
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1

& Agilent CytoDx 2.1.0.6 - m} *

CytoDx QY rone | W e

-

For In Vitro Diagnostic Use.

Sample
Review

Configure

v\\,}é Settings

Supporting Auto
Files =8 Processing Admin @ Help

Watch Demo Videos

° Configuring CytoDx and preparing for an analysi:

° Running analyses and triaging sample results

Introduction -~

CytoDx is a workflow-based application that is part of the GenetiSure Dx Postnatal Assay that helps you analyze, review, and report on CGH=SNP microarray
data in a few simple steps. You import your samples and run a preconfigured analysis, then return to CytoDx to review the QC metrics, review and classify
aberration calls in the triage view, and finally create reports.

You can use CytoDx as a standalone program, or you can share data by connecting to a central database.

Automated processing -
CytoDx can run a backsround process to automatically feature extract and analyze data as microarrays are scanned, using a preconfigured analysis
warkflow setting. Use Settings on the Auto-Processing tab to set up the input and archive folders, then start automated processing using the controls.
You can then exit from CytoDx and return when you wish to review your samples.

Manual processing -
The Analysis Workflow tab guides you through a three step process to perform the primary analysis:

® Import images (.Hff files).
® Enter sample descriptions, and select senome reference files.
® Run your analysis using a preconfigured analysis workflow setting.

Sample review -

The Sample Review tab is where you view, classify, and report on your samples after the analysis workflow is complete. You can review the QC metrics;
use the triage view to classify aberration calls; and create final reports.

Agilent Technologies Genomics License | Manuals Contact Support ® Agilent Technologies, Inc. 2016, 2017-2023

Figure 18  Agilent CytoDx program Home screen
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Upgrading from CytoDx 2.0 to CytoDx 2.1

26

When upgrading from CytoDx 2.0 to CytoDx 2.1, you need to uninstall the existing CytoDx
client application, then install the CytoDx 2.1 client and server. You do not need to migrate
data from the previous version to the new version.

These instructions are for users of CytoDx 2.0 who want to upgrade to
CytoDx 2.1 while retaining all records currently in their database.

For instructions on upgrading to CytoDx 2.1 from a version prior to 2.0,
see “Upgrading from an Older Version of CytoDx and Migrating Data” on
page 39.

If you want to upgrade from a previous version of CytoDx to CytoDx 2.1,
but do not want to retain the records in your current database, first
completely uninstall your existing version of CytoDx (see “Uninstalling
Agilent CytoDx server and client software” on page 49), then follow the
instructions in “Installing Agilent CytoDx 2.1” on page 6.

Step 1. Upgrade to CytoDx 2.1 on the server computer

1 Download CytoDx 2.1 from Agilent Technologies and check the system
requirements.

See “a. Download the Agilent CytoDx installer and release notes” on
page 7 for detailed instructions on this step.

2 Double-click the CytoDx 2.1.X.X application file that you downloaded
from Agilent.

3 On the Introduction screen, read the introductory information and then
click Next.

The License Agreement screen opens.

4 Read the license agreement. Click I accept the terms of the License
Agreement and then click Next.

The Disclaimer screen opens.
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Agilent CytoDx 2.1.0.6 - X

Disclaimer

@ Introduction

0 License Agreement The CytoDx software is part of the GenetiSure Dx Postnatal Assay, aninvitro
& Disclaimer diagnostic medical device.
The CytoDx software is intended for use in an environment in which system
O Choose Install Set access is controlled by persons who are responsible for the content of
() Get Server Details electronic records that are on the system.
(O) Choose Install Folder The Health Care Organization (HCO) where CytoDx is installed is responsible

O Provide info. of CytoDx server
O Enter Administrator details

() Choose Shortcut Folder . )
() Waming Please read and accept the disclaimer to continue with the installation:

This disclaimer note is also available in the installation folder under Client
directory in the file 'Disclaimer.td'.

O Pre-Installation Summary

() Installing...
() Install Complete

InstallAnywhere

Cancel Previous Mext

Figure 19  Disclaimer screen

5 Read the disclaimer on the screen. To acknowledge and accept the
conditions of the disclaimer, mark the check box and click Next.

The Choose Install Set screen opens.
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Agilent CytoDx 2.1.0.6

@ Introduction

i@ License Agreement

@ Disclaimer

& Choose Install Set

() Get Server Details

(O) Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details
() Choose Shortcut Folder
() Warning...

O Pre-Installation Summary
() Installing...

() Install Complete

InstallAnywhere

Cancel

- x

Choose Install Set

°O

°O

Both Client and Server
Select this option if you want to install both CytoDx server database and CytoDx
client software on this machine.

Only Client

Select this option if you want to install only CytoDx client software. During the
installation process, you will be asked to provide a valid address for a CytoDx
server database forthe client software to connectto. fyou need to upgrade anly
client software, after removing the previous client installation, select this option
to install the cumrent version of CytoDx client software.

Previous

Figure 20 Choose Install Set screen - select Both Client and Server

6 On the Choose Install Set screen, select Both Client and Server.

7 Click Next.

The Information dialog box shown in Figure 21 opens, notifying you
that the CytoDx client application is already installed and must be
uninstalled before proceeding with the upgrade.
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Information *

I:é:l Agilent CytoDx client already exists.

Installar zannot install another Agilent Cytalix client sofhuare as
Agilent Cytalix client sofhware already existz on this machine,
Uninstaller for existing Agilant CytoDecwill be launched. Wou need to
uninstall existing Agilent Cytolx client sofhuare to proceed for
installing current Agilent Cytole sothuare.

If wau wizh to keep using existing Agilent Cytol:x sencer, uninstall
anly Agilent CytaDx cliznt and select ‘Only Client' option during
Agilent Cytalx installation.

Click Ok to procesd with uninstalling existing Agilent Cytale client.
Elze click Cancel to abort the installation.

OK

Figure 21 Dialog box — Agilent CytoDx client already exists

8 Click OK in the Information dialog box to launch the CytoDx
Uninstaller.

The Uninstaller program starts.

9 Read the introductory information on the Uninstaller screen, and then
click Next.

10 Read the warning information. You are cautioned not to stop the
Uninstaller once it has started to remove the programs. Click Next.

The Uninstall Options screen opens.
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Uninstall AgilentCytoDx - X

Uninstall Options

O Uninstalling... Flease select one of the following options:
(O) Uninstall Complete

9] Complete Uninstall
Completely remove all components of AgilentCytoD:x. Database and all of its

content will be removed. Files and folders created after the installation will
not be affected.

® Uninstall Specific Features
Choose and remove specific compeonents of AgilentCytoD:x This is the option

to select if you would like to keep the database and upgrade CytoDx client
software to a newer version.

InstallAnywhere

Cancel Previous Mext

Figure 22  Uninstall Options screen — select Uninstall Specific Features

11 Select Uninstall Specific Features.
12 Click Next.

The Choose Product Features screen opens.
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Uninstall AgilentCytoDx - X

Choose Product Features

() Uninstalling... Check features that you want to uninstall. Unchecked features will remain
() Uninstall Complete installed.

----- [5erver

----- [~] Client

Description
Choose components to uninstall.

InstallAnywhere

Cancel Previous Uninstall

Figure 23  Choose Product Features screen — mark Client

13 Mark the check box labeled Client.
14 Click Uninstall.

A message box opens asking you to confirm that you want to uninstall
the CytoDx client software.

15 Click Yes in the message box to continue.

The Uninstalling Agilent CytoDx screen opens and is displayed until the
uninstallation is complete.

When the uninstallation is complete, the Uninstall Complete screen
opens.

16 Click Done to close the Uninstaller.

The Agilent CytoDx client program was removed from your computer.
You are returned to the installer for CytoDx 2.1 at the Choose Install
Set screen with the Both Client and Server option selected.

17 Click Next on the Choose Install Set screen.

A message box opens notifying you that CytoDx server is already
installed and will be upgraded to the latest version.
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18 Click OK in the message box to continue.
The Choose Install Folder screen opens.

19 At the Choose Install Folder screen, the default folder for installation of
the program is C:\Agilent\AgilentCytoDx2.1.X.X (where X.X is the
revision number). Leave this folder as-is, or click Choose and browse to
a location where you want to install the program, and then click Save.

The client software is installed to the folder indicated in the Choose Install Folder screen.
The server software remains in the program folder for the previous version of CytoDx.

20 Click Next.
The Choose Shortcut Folder screen opens.
21 Continue the installation wizard.

See step 13 through step 17 in the section “Step 2. Install the database
server and client on a single computer” on page 8.

Step 2. Upgrade to CytoDx 2.1 on the client computers

1 Download CytoDx 2.1 from Agilent Technologies and check the system
requirements.

See “a. Download the Agilent CytoDx installer and release notes” on
page 7 for detailed instructions on this step.

2 Double-click the CytoDx 2.1.X.X application file that you downloaded
from Agilent.

3 On the Introduction screen, read the introductory information and then
click Next.

The License Agreement screen opens.

4 Read the license agreement. Click I accept the terms of the License
Agreement and then click Next.

The Disclaimer screen opens.
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Agilent CytoDx 2.1.0.6 - X

Disclaimer

@ Introduction

0 License Agreement The CytoDx software is part of the GenetiSure Dx Postnatal Assay, aninvitro
& Disclaimer diagnostic medical device.
The CytoDx software is intended for use in an environment in which system
O Choose Install Set access is controlled by persons who are responsible for the content of
() Get Server Details electronic records that are on the system.
(O) Choose Install Folder The Health Care Organization (HCO) where CytoDx is installed is responsible

O Provide info. of CytoDx server
O Enter Administrator details

() Choose Shortcut Folder . )
() Waming Please read and accept the disclaimer to continue with the installation:

This disclaimer note is also available in the installation folder under Client
directory in the file 'Disclaimer.td'.

O Pre-Installation Summary

() Installing...
() Install Complete

InstallAnywhere

Cancel Previous Mext

Figure 24  Disclaimer screen

b Read the disclaimer on the screen. To acknowledge and accept the
conditions of the disclaimer, mark the check box and click Next.

The Choose Install Set screen opens.
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Agilent CytoDx 2.1.0.6 - X

Choose Install Set

@ Introduction () [y Both Clientand Server

0 License Agreement S?Iectthls option if }rou wan.tto install both CytoDx server database and CytoDx
client software on this machine.

@ Disclaimer

& Choose Install Set

() Get Server Details

(O) Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details

® Only Client

O Choose Shortcut Folder a Select this option if you want to install only CytoDx client software. During the

O Warning... installation process, you will be asked to provide a valid address for a CytoDx
server database forthe client software to connectto. fyou need to upgrade anly

O Pre-Installation Summary client software, after removing the previous client installation, select this option

O Installing... to install the cumrent version of CytoDx client software.

() Install Complete

InstallAnywhere

Cancel Previous Mext

Figure 25 Choose Install Set screen - select Only Client

6 On the Choose Install Set screen, select Only Client.
7 Click Next.

The Information dialog box shown in Figure 21 opens, notifying you
that the CytoDx client application is already installed and must be
uninstalled before proceeding with the upgrade.
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Information *

I:é:l Agilent CytoDx client already exists.

Installar zannot install another Agilent Cytalix client sofhuare as
Agilent Cytalix client sofhware already existz on this machine,
Uninstaller for existing Agilant CytoDecwill be launched. Wou need to
uninstall existing Agilent Cytolx client sofhuare to proceed for
installing current Agilent Cytole sothuare.

If wau wizh to keep using existing Agilent Cytol:x sencer, uninstall
anly Agilent CytaDx cliznt and select ‘Only Client' option during
Agilent Cytalx installation.

Click Ok to procesd with uninstalling existing Agilent Cytale client.
Elze click Cancel to abort the installation.

OK

Figure 26  Dialog box — Agilent CytoDx client already exists

8 Click OK in the Information dialog box to launch the CytoDx
Uninstaller.

The Uninstaller program starts.

9 Read the introductory information on the Uninstaller screen, and then
click Next.

10 Read the warning information. You are cautioned not to stop the
Uninstaller once it has started to remove the programs. Click Next.

The Uninstall Options screen opens.
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Uninstall AgilentCytoDx - X

Uninstall Options

O Uninstalling... Flease select one of the following options:
(O) Uninstall Complete

9] Complete Uninstall
Completely remove all components of AgilentCytoD:x. Database and all of its

content will be removed. Files and folders created after the installation will
not be affected.

® Uninstall Specific Features
Choose and remove specific compeonents of AgilentCytoD:x This is the option

to select if you would like to keep the database and upgrade CytoDx client
software to a newer version.

InstallAnywhere
Previous Mext

Cancel

Figure 27  Uninstall Options screen — select Uninstall Specific Features

11 Select Uninstall Specific Features.
12 Click Next.

The Choose Product Features screen opens.
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Uninstall AgilentCytoDx - X

Choose Product Features

() Uninstalling... Check features that you want to uninstall. Unchecked features will remain
() Uninstall Complete installed.

----- [5erver

----- [~] Client

Description
Choose components to uninstall.

InstallAnywhere

Cancel Previous Uninstall

Figure 28 Choose Product Features screen — mark Client

13 Mark the check box labeled Client.
14 Click Uninstall.

A message box opens asking you to confirm that you want to uninstall
the CytoDx client software.

15 Click Yes in the message box to continue.

The Uninstalling Agilent CytoDx screen opens and is displayed until the
uninstallation is complete.

When the uninstallation is complete, the Uninstall Complete screen
opens.

16 Click Done to close the Uninstaller.

The Agilent CytoDx client program was removed from your computer.
You are returned to the installer for CytoDx 1.2 at the Choose Install
Set screen with the Only Client option selected.

17 Click Next on the Choose Install Set screen.

The following dialog box opens to inform you that you have selected to
only install the CytoDx client.
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Information X

Onhy CytoDx client software will be installed.

“ou have selected to install Cyto D client sofhware only. “rou will
need to connect to 3 CytoDx senrer database in order to run the
software. f you do not have an existing CytoDx senver installed,
please select"Cancel" and then select to install both CytoDi senver
and client sofhmare aption.

OK

Figure 29  Dialog box — Agilent CytoDx software installation

18 Click OK in the dialog box to continue.
The Choose Install Folder screen opens.
19 Continue the installation wizard.

See step 5 through step 9 in the section “Step 3. Install the client
software on additional Windows computers” on page 18.

Step 3. Start the Agilent CytoDx client software, log in, and add new software
license

1 On the server and client computers, start the Agilent CytoDx program.
See “Step 4. Start the Agilent CytoDx client software” on page 22.

2 Log in.
See “Step 5. Log in to Agilent CytoDx” on page 22.

3 Enter your updated license information.

See “Step 6. Add your software license and launch the software” on
page 23.
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Upgrading from an Older Version of CytoDx and Migrating Data

These instructions are for users of CytoDx 1.1 or 1.2 who want to upgrade
to CytoDx 2.1 and migrate all sample records from the previous database
to the new CytoDx 2.1 database.

To upgrade from CytoDx 2.0 to 2.1, see “Upgrading from CytoDx 2.0 to
CytoDx 2.1” on page 26.

CytoDx 2.1 is compatible with and can co-exist on the same machine as CytoDx 1.1 or

1.2. It is not necessary to uninstall the previous version of CytoDx in order to install
version 2.1.

Step 1. Install CytoDx 2.1 on the server computer

Follow these steps to install Agilent CytoDx 2.1 on the computer where
the CytoDx server software is installed.

1 Download Agilent CytoDx 2.1.X.X from Agilent Technologies and check
the system requirements.

See “a. Download the Agilent CytoDx installer and release notes” on
page 7 for detailed instructions on this step.

2 Double-click the Agilent CytoDx 2.1 application file that you
downloaded from Agilent to start the installation wizard.

The following message is displayed.

InstallAnywhere

4 Installémwhere iz preparing to install...
L

%

Cancel

Figure 30 InstallAnywhere dialog box - preparing to install

The installation wizard starts.
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3 On the Introduction screen, read the introductory information and then
click Next.

The License Agreement screen opens.

4 Read the license agreement. Click I accept the terms of the License
Agreement and then click Next.

The Disclaimer screen opens.

5 Read the disclaimer on the screen. To acknowledge and accept the
conditions of the disclaimer, mark the check box and click Next.

The Choose Install Set screen opens.

Agilent CytoDx 2.1.0.6 - X

Choose Install Set

@ Introduction Y | Both Client and Server

e License r\greement Se_lectthis option if }rou wan.tto install both CytoD:x server database and CytoDx
client sofbware on this machine.

@ Disclaimer

B Choose Install Set

() Get Server Details

(C) Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details

Only Client
O Choose Shortcut Folder oa Select this option if you want to install only CytoDx client sofbware. During the
O Warning... installation process, you will be asked to provide a valid address for a CytoDx
server database forthe client software to connectto. fyou need to upgrade only
O Pre-Installation Summary client software, after removing the previous client installation, select this option
O Installing... to install the current vesion of CytoDx client software.

() Install Complete

InstallAnywhere

Cancel Previous

Figure 31  Choose Install Set screen — select Both Client and Server

6 On the Choose Install Set screen, select Both Client and Server. Click
Next.

The following dialog box opens to inform you that you have selected to
install the CytoDx server and client.
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Infermation X

":, Agilent CytoDx software Installation.

“ou have opted to install both Agilent Cytolu Server and Agilent
Cytole Client.

Figure 32  Dialog box — Agilent CytoDx software installation

7 Click OK in the dialog box to continue.

8 Continue the installation wizard. The next screen is the Choose Install
Folder screen. Follow the instructions for the installation wizard to
enter the client data folder location, choose a shortcut location, and
start the installation. For information, see step 9 (page 13) through
step 17 (page 18) in the section “Step 2. Install the database server and
client on a single computer”.

At the completion of installation, the Launch Migration Utility dialog
box opens asking if you want to launch Agilent’s migration utility tool
designed to transfer data from a previous version of CytoDx server to
the CytoDx 2.1 server.

9 Depending on your needs, click either Launch Migration Utility or
Skip.
Click Launch Migration Utility if you have data saved to the
previous version of CytoDx server (e.g., sample results, track files,
and other supporting files) and you want to transfer that data to the
CytoDx 2.1 server. The migration utility tool launches on your PC.
Proceed to “Step 2. Migrate data to CytoDx 2.1 server” on page 42.

Click Skip if you do not want to transfer any data (e.g., sample
results, track files, and other supporting files) from the previous
version of CytoDx server to the CytoDx 2.1 server at this time. The
dialog box will close and that data will remain on the previous
version of the server. Proceed to “Step 3. Upgrade to CytoDx 2.1 on
the client computers” on page 47.
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To protect against loss of data and ensure migration of all analyzed samples, Agilent
strongly recommends migrating data immediately upon completion of the CytoDx 2.1
installation.

If you click Skip with the intention of migrating your data at a later time, be aware that if
CytoDx 2.1 already contains data at the time of migration, the Migration Utility application
will delete that data and overwrite it with data from the previous version of CytoDx.

Step 2. Migrate data to CytoDx 2.1 server

If you selected to launch the migration utility tool, follow these step to use
the tool to transfer data from a previous version of CytoDx server to
CytoDx server 2.1. If you do not want to transfer data, bypass this step
and proceed to “Step 3. Upgrade to CytoDx 2.1 on the client computers”
on page 47.

1 On the Sign In screen of the migration utility application (Figure 33),
review the list of migration prerequisites and make sure they are all
met before you continue.

# Agilent CytoDx Migration Utility - Login - X

CytoDx

Migration Pre-requisite Sign In

Agilent Technologies Genomics

Please note the following points prior to starting a migration: Username s,
uffman

@ Utility can migrate data from CytoDx version 1.1 & 1.2 inta version 2.1. Data migration from
versions prior to 1.1 are not supported. Password |
@ Only users with administrator privileges in CytoDx 2.1 can perform migration. If you are the
user who installed CytoDx 2.1, then you have the necessary privileges. Domai
# Ensure you have encugh disk space to accommodate the migrated data. Data from the main | AGILENT W
previous version will not be deleted upon completion of migration.
@ If CytoDx already contains data, the utility DELETES THIS DATA prior to migration. It is B
strongly recommended that you take backups of your existing data from 2.1. | Login || Cancel |
# User specific data will not be migrated. -
& Workflow output reports for migrated samples analyzed in 1.1/1.2 can only be accessed by
local machine client and not by other users over the network., However signed off reports
are accessible to all users.

Figure 33  CytoDx Migration Utility application login screen

2 Log in with your username and password. The username and domain
for the administrator set during installation appears in the Sign In area
of the screen. (Only accounts with administrator privileges can migrate
data.)

The CytoDx Migration Utility application opens.
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# CytoDx Migration Utilit

CytoDx Installation Instructions

1

- [m] X

Migrate From Server

Approximate time required to complete migration

{Mote: Supported versions for migration are 1.1 & 1.2) ( \0/0) )

Host Name : 127.0.0.1

Port : 8000

Migrate To Server
Host Name : 127.0.0.1

Port : 8000

Approximate time required to complete {entity)

( 0% )

Migration process summary

Test Connection

CytoDx Migration Utility application

3 Under Migrate From Server, enter the host name (i.e., IP address) and
port number where the previous version of CytoDx server is installed.

4 Under Migrate To Server, enter the host name (i.e., IP address) and
port number where the CytoDx 2.1 server is installed.

If CytoDx 2.1 server is installed on the same PC as the previous version of CytoDx server,

then the host names of the two servers are the same.

5 Click Test Connection.

The screen displays the results of connection test with each server.
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Connections

Migrate From Server
(Mote: Supported versions for migration are 1.1 & 1.2)

Host Name : | 127.0.0.1

Port : 8000

Connecton established successfully,
Server Version :- 1.2.0.3

Migrate To Server

Host Mame : localhost

Port : 8005

Connection established successfully,
Server Version :- 2.1.0.8

Figure 35  CytoDx Migration Utility application — Connections established

If the application was unable to successfully establish a connection to one or both servers,
verify that the correct host name and port number are entered and test the connection
again. You cannot proceed to data migration until the application connects to the servers.

6 Once the application has successfully connected to the servers, click
Start Migration.

The Warning message box opens.
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Warning X

Before starting migration, please make sure:

@ If CytoDx already contains data, the utility DELETES THIS DATA prior to migration.
@ No workflows are in progress (manual or Auto-Processing).

& Mo database backup or restore activities are in progress.

@ No CytoDx clients are logged in to the server.

@ The machine has the required disk space of 56.8 GE.

@ The local drive has at least 1.5 GB of free space.

Mote :- Workflow output reports for migrated samples analyzed in 1.1/1.2 can only be accessed by local machine client
and not by other users over the network. However signed off reports are accessible ta all users.

Are you ready to start the migration?

Figure 36 Warning message bhox

7 As instructed in the Warning message box, make sure that CytoDx is
not actively running any workflows or performing any database backup
or restore activities and that all clients are logged out. If your CytoDx
2.1 database already contains data, make sure that data has been
backed up. Then, click Yes to continue with the migration.

The right side of the screen (under Data Migration Process) displays
the progress of the migration and the migration process summary.
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Data Migration Progress

Approximate time required to complete migration :- 00:01:37

[ (&l |

Approximate time required to complete MicroArray :- 00:01:25
[ 6% )

Migration process summary

LEULL UL L1 1JaUouL /] ITUEIGUUTT U1 M1 ULCIOLIZL 13 3UL LT3 Uy LU LS Lo Uass

[2022-02-21 13:03:29] Time reguired to migrate data of ProbeldList : 0.015 sec.

[2022-02-21 13:03:29] Started Migrating data of StandardMotes entity.....
[2022-02-21 13:03:29] StandardMotes count : 0

[2022-02-21 13:03:29] Migration of StandardMotes is successfully completed!!!
[2022-02-21 13:03:29] Time required to migrate data of StandardMotes : 0.0 sec.

[2022-02-21 13:03:29] Started Migrating data of Design entity.....
[2022-02-21 13:03:29] Design count: 1

[2022-02-21 13:03:30] Migration of Design is successfully completed!!!
[2022-02-21 13:03:30] Time reguired to migrate data of Design : 0.302 sec.

[2022-02-21 13:03:30] Started Migrating data of MicroArray entity.....
[2022-02-21 13:03:30] MicroArray count : 51

Abort Migration
S r i S—

Figure 37  CytoDx Migration Utility application — Migration in progress

Upon completion of the migration process, the following message box
opens.

Success *

Data migration completed,
Please check summary for more details.

OK

Figure 38  CytoDx Migration Utility application — Data migration complete

8 Click OK to close the message box.
9 If desired, click Export to export a summary of the migration job.

10 Click the X in the top right corner of the Migration Utility application
window to close the application.
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Step 3. Upgrade to CytoDx 2.1 on the client computers
Follow these steps to install Agilent CytoDx 2.1 on each client computer.

1 Double-click the Agilent CytoDx 2.1.X.X application file that you
downloaded from Agilent.

2 On the Introduction screen, read the introductory information then
click Next.

The License Agreement screen opens.

3 Read the license agreement. Click I accept the terms of the License
Agreement and then click Next.

The Disclaimer screen opens.

4 Read the disclaimer on the screen. To acknowledge and accept the
conditions of the disclaimer, mark the check box and click Next.

The Choose Install Set screen opens.

Agilent CytoDx 2.1.0.6 - X

Choose Install Set

@ Introduction () [y Both Clientand Server

0 License Agreement S?Iectthls option if }rou wan.tto install both CytoDx server database and CytoDx
client software on this machine.

@ Disclaimer

& Choose Install Set

() Get Server Details

(O) Choose Install Folder

O Provide info. of CytoDx server
O Enter Administrator details

® Only Client

O Choose Shortcut Folder J Select this option if you want to install only CytoDx client software. During the

O Warning... installation process, you will be asked to provide a valid address for a CytoDx
server database forthe client software to connectto. fyou need to upgrade anly

O Pre-Installation SUFﬂmaW client software, after removing the previous client installation, select this option

O Installing... to install the cumrent version of CytoDx client software.

() Install Complete

InstallAnywhere

Cancel Previous Mext

Figure 39  Choose Install Set screen — Windows — select Only Client

5 On the Choose Install Set screen, select Only Client. Click Next.
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The following dialog box opens to inform you that you have selected to
only install the CytoDx client.

Information *

Only CytoDx client software will be installed.

“ou have selected to install CytoDe client sofhware only. “Fou will
needto connect to a CytoDx server database in orderto run the
software. If wvou do not have an existing CytoDyx zenver installed,
pleasze select"Cancel" and then select to install both CytoDe: senrer
and client sofhware option.

Ok

Figure 40  Dialog box — Agilent CytoDx software installation

6 Click OK in the dialog box to continue.
The Choose Install Folder screen opens.

7 At the Choose Install Folder screen, the default folder for installation of
the program is C:\Agilent\CytoDx2.1.X.X (where X.X is the revision
number). Leave this folder as-is, or click Choose, and browse to a
location where you want to install the program, and then click Save.

Click Next.

Continue the installation wizard. Follow the instructions to provide
server information, choose a shortcut location, and start the
installation. See step 7 (page 21) through step 9 (page 21) in the
section “Step 3. Install the client software on additional Windows
computers”.

Step 4. Start the Agilent CytoDx client software, log in, and add new software
license

1 On the server and client computers, start the Agilent CytoDx program.
See “Step 4. Start the Agilent CytoDx client software” on page 22.

2 Log in.
See “Step 5. Log in to Agilent CytoDx” on page 22.

3 Enter your updated license information.

See “Step 6. Add your software license and launch the software” on
page 23.
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Uninstalling Agilent CytoDx server and client software

If you need to uninstall the entire CytoDx program, the Uninstall
application for Agilent CytoDx provides an easy way to remove the client,
server, and PostgreSQL programs from your computer.

When you completely uninstall Agilent CytoDx server and client software, the database and
the data contained in it are completely removed. Do not uninstall the server unless you
have backed up your database or no longer wish to use it.

1 Start the Uninstall executable file for the version of CytoDx that you
want to uninstall.

For CytoDx 1.0, 1.1 and 1.2, the executable file is called Uninstall

Agilent CytoDx 1.X.X.X.exe (where X.X.X is the version number of the
software) and is located in the Uninstall_Agilent CytoDx 1. XXX

folder of your program folder.

For CytoDx 2.X, the executable file is called Uninstall AgilentCytoDx.exe
and is located in the Uninstall_AgilentCytoDx folder of your program
folder.

The Uninstaller program starts.
2 Read the introductory information, and then click Next.

3 Read the warning information. You are cautioned not to stop the
Uninstaller once it has started to remove the programs. Click Next.

The Uninstall Options screen opens.

CytoDx Installation & Set Up Guide 49



1

50

CytoDx Installation Instructions

Uninstall Agilent CytoDx 1.2.0.8

() Uninstalling...
(O Uninstall Complete

InstallArmywhere

Cancel

= X

Uninstall Options

Flease select one ofthe following options:

® 5 Complete Uninstall
Completely remowve all components of Agilent CytoDx 1.2.0.8. Database and all

of its content will be removed. Files and folders ereated after the installation will
not be affected.

O a Uninstall Specific Features

Choose and remove specific components of Agilent CytoDx 1.2.0.8. This is the
option to select if you would like to keep the database and upgrade CytoDsx
client sofbware to a newer version.

Previous

Figure 41  Uninstall Options screen — select Complete Uninstall

4 Select Complete Uninstall.

5 Click Next.

6 When the uninstallation is complete, a message appears. Click Done.

The Agilent CytoDx client program, server program and database, and
PostgreSQL program were removed from your computer. Program
folders and data folders (such as data output folders) created after
installation were not removed.
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Administering user accounts

Before other users can log in to Agilent CytoDx, the System Admin must
add the users and assign user roles. The user role determines what
capabilities the user has within the program. Each user can have more
than one role assigned.

Perform these tasks from the computer that has both the CytoDx server and client software
installed. You cannot add or edit accounts on a computer that only has the CytoDx client
software.

Add users

In order to access the tools for adding new CytoDx users, you must open
CytoDx in Administrator mode. To open in Administrator mode, launch
CytoDx by right-clicking on the application executable file and clicking the
Run as administrator menu option.

1 At the top of the CytoDx program window, click Admin to open the
Admin screen.

2 In the command navigator on the left side of the screen, click Manage
Users & Roles.

3 Click Add New User.
A list of all the users in the domain or on the local machine appears.
4 Next to Add New User, type the user name, and then click Find.

If you are adding a user for a local machine, next to User, type the
computer name and user in the format machinename\username.

5 At the bottom of the Add User dialog box, click Add User.

The Add User message box opens asking you to confirm addition of the
user.

If you added a user for a local machine, a warning dialog box opens
stating that there was a problem fetching user details from the LDAP
server. You can ignore this warning and click OK to close it.

6 As instructed in the Add User message box, confirm that none of the
clients on the database are running Auto- Processing workflows and that
none of the clients are in the processing of signing off a sample. Once
confirmed, click Yes in the message box.
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Clicking Yes while an Auto- Processing workflow is running or while a
user is signing off a sample may cause the workflow or sign- off process
to fail.

In the Authentication dialog box, type your username and password,
and then click Ok.

A message box opens confirming that the user was successfully added.
Click OK in the message box to close it.

Repeat step 4 through step 8 for additional users you want to add.

10 When you are finished adding users, click Close to close the Add User

dialog box.

Change a user’s role

1

At the top of the CytoDx program window, click Admin to open the
Admin screen.

In the command navigator on the left side of the screen, click Manage
Users & Roles.

In the row for the user whose role you intend to change, click
View/Edit.

The Edit User Roles dialog box opens (Figure 42). The roles listed in
the right panel are those that are currently assigned to the user.
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1

% Edit User Roles *
User Mame : | AGILENT \ dhuffman
Available Roles: Aszsigned Roles:
System Admin Cytogeneticist
Lab Director Technician
w3
| )
B
| )
<
| )
A
| )
| Save [ Close |

Figure 42  Edit User Roles dialog box

4 To remove a role that is assigned to the user, select the role in the right
panel, and then click the left arrow (<) to move the role to the left
panel.

5 To assign a new role to the user, select the role in the left panel, and
then click the right arrow (>) to move the role to the right panel.

Click Save.

7 In the Authentication dialog box, type your username and password,
and then click Ok.

A message box opens confirming that the user roles have been updated.
Click OK to close the message box.
Click Close to close the Edit User Roles dialog box.
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Table 2  Privileges by user role

Privilege System Admin  Technician Cytogeneticist Lab Director
Install CytoDx Yes No No No
Administer user functions Yes No No Yes
(add users, set user roles,
etc.)
Configure software Yes No No No
database
Configure software proxies  Yes No No Yes
and paths
Set up connections to parter No No No Yes
software programs
Configure settings (samples  Global Settings, No No Yes
attributes, classifications, Local Settings,
standard notes, tracks, etc.) and Viewing

Preferences
Import/export supporting No No No Yes
files
Set up Auto-Processing Yes No No Yes
parameters
Start and stop No Yes Yes Yes
Auto-Processing
Run analysis workflows No Yes Yes Yes
manually
Check out sample resultsin ~ No No Yes Yes
Triage View (which permits
editing and annotating of
calls)
Sign off sample results No No No Yes
Generate reports Yes Yes Yes Yes
View job logs Yes Yes Yes Yes
View audit trails Yes No Yes Yes
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This chapter shows you how to set up classifications for aberrations,
import track files, create sample attributes, design report templates, and
configure Auto-Processing settings.

CytoDx users are responsible for protecting data, including input tiff images and database
files, from loss. Periodically back up the CytoDx database from the Admin screen of the
software, and back up the drives where your sample files and output files are stored.
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Creating classifications

Classifications are user-defined annotations (up to 70 characters) that can
be used to classify the CNVs and LOH intervals identified in a sample.
Cytogeneticists and Lab Directors can assign classifications while
reviewing sample results in Triage View, but first the classifications must
be created from the Configure Settings screen. Only Lab Directors can
perform this task.

Create classifications that are in accordance with the existing practices in
your laboratory. Commonly used classifications are listed in Table 3.

Table3 Common classifications

Pathogenic

Likely pathogenic

VOUS (or, variant of unknown significance)
Likely benign

Benign

Use the instructions below to add classifications.
1 At the top of the CytoDx program window, click Configure Settings.

2 In the command navigator on the left side of the screen, click
Classification.

The Classification screen displays a table of all existing classifications
(if any).

3 At the bottom of the screen, click Create Classification.
The Create Classification dialog box opens.

4 In the Name field, type the name of the custom classification (e.g.,
Pathogenic).

5 Click OK.

The classification is added to the table, and a message opens
confirming that the classification was added successfully.

6 Repeat step 3 through step 5 for the remaining classifications to be
added.
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Importing tracks

Tracks are BED files (*.bed), which are tab-delimited text files that define
specific genomic intervals. CytoDx comes preloaded with several tracks,
and Lab Directors can create new tracks by importing BED files.

Use the instructions below to import a BED file as a track.

1
2

At the top of the CytoDx program window, click Configure Settings.
In the command navigator on the left side of the screen, click Tracks.
The Tracks screen displays a table of all tracks in CytoDx.

At the bottom of the screen, click Import Track from BED File.

The Import Track dialog box opens.

In the Build Name drop-down list, select the specific genome build to
which the track applies.

(Optional) Change the color used to display the track in Triage View.

a Under Color, click Change. The Choose Track Color dialog box
opens.

b In the Swatches tab of the dialog box, select a color for the track.

¢ Click OK to close the Choose Track Color dialog box and return to
the Import Track dialog box.

In the Track Name field, type a name for the track. This name identifies
the track within CytoDx.

Next to the Track File field, click Browse.
The Open dialog box opens.
Browse to the BED file. Select the file and click Open.

9 Click OK in the Import Track dialog box.

The track now appears in the table on the Configure Settings > Tracks
screen.
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Creating sample attributes

58

In CytoDx, a sample attribute is a characteristic or property assigned to a
sample. You can assign attributes to a sample during the workflow, either
manually or using a sample attribute file. The required sample attributes
are described in Table 4.

Table4 Required sample attributes

Sample attribute Description

Array ID The Array ID is the barcode number of the microarray slide followed by the
number 1 and the number of the microarray on the 4x slide. An example of
an Array ID would be 254457710741_1_4, where 254457710741 is the
barcode number and 4 is the number of the microarray.

Global Display Name  The Global Display Name can be identical to the Array ID, or it can be a
custom name, such as a sample or patient identifier. If you use a custom
name, make sure it is unique to that microarray. This Global Display Name
is displayed throughout CytoDx for the microarray (e.g., in reports) and
cannot be repeated for another microarray, even if that microarray was
hybridized to the same sample.

Green Sample This attribute designates the genotype reference file to be used in the
analysis. If you used the female reference DNA, type Agilent Female
Reference. If you used the male reference DNA, type Agilent Male

Reference.
Red Sample This attribute is the identifier for the patient sample.
Polarity For the Polarity, enter 1. A polarity of 1 confirms to the software that the

Green Sample is the reference sample.

In addition to the sample attributes that come preloaded with CytoDx, you
can add custom sample attributes to the program. Creating a custom
sample attribute makes it available for assignment, either through a
sample attribute file or while manually setting up an analysis workflow.
Custom sample attributes are always optional. That is, you can assign
them for a sample or leave them blank.
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Use the instructions below to create a custom sample attribute.
1 At the top of the CytoDx program window, click Configure Settings.

2 In the command navigator on the left side of the screen, click Sample
Attributes.

3 Above the task area of the screen, click the Sample Attributes tab (if
not already selected).

The screen displays the existing custom sample attributes, if any.
4 At the bottom of the screen, click Create Sample Attribute.
The Create Attribute message box opens.

5 In the field under Enter Attribute Name, type the name of the new
custom sample attribute.

6 Click Ok.

The message box closes and the new attribute appears in the table on
the screen.
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Designing report templates

60

Cyto reports are generated when a Lab Director signs off on the sample
results in the Triage View window. The Cyto report provides loss, gain,
and LOH results in tabular and graphical formats according to a specified
report template. You can select to use a default Cyto report template, or
you can select a custom report template.

Lab Directors can design custom report template from the Configure
Settings > Reports screen.

You can create a Cyto report template from a blank template (using the
Create Cyto Report Template wizard), or you can edit an existing template
and save it under a new name (using the Edit Cyto Report Template
wizard). Except for the report contents when you start the wizard, the
Create Cyto Report Template wizard and the Edit Cyto Report Template
wizard are identical.

Create a new Cyto report template from scratch

1 At the top of the CytoDx program window, click Configure Settings.
2 In the command navigator on the left side of the screen, click Reports.

3 Above the task area of the screen, click the PDF Report Templates tab
(if not already selected).

This tab displays a list of the existing Cyto report templates.

4 Near the bottom of the screen, click Create Template.

5 In the message box, type a name for the new template and click OK.
The Create Cyto Report Template wizard opens.

6 Complete the steps of the wizard. See the CytoDx help system for
information on the tools available in the Create Cyto Report Template
wizard.

7 When you are finished designing the report temple, click Save from the
last step of the wizard.

The wizard closes and the new template is now listed on the PDF
Report Templates tab.
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Create a Cyto report template from an existing template
1 At the top of the CytoDx program window, click Configure Settings.
2 In the command navigator on the left side of the screen, click Reports.

3 Above the task area of the screen, click the PDF Report Templates tab
(if not already selected).

This tab displays a list of the existing Cyto report templates.
4 Click View or View/Edit for the template that you want to edit.
The Edit Cyto Report Template wizard opens.

5 Complete the steps of the wizard. See the CytoDx help system for
information on the tools available in the Edit Cyto Report Template
wizard.

6 When you are finished designing the report temple, click Save As from
the last step of the wizard.

7 In the Input dialog box, type the new name for the template and click
OK.

The new template is now listed on the PDF Report Templates tab.
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Configuring Auto-Processing settings
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CytoDx offers two different methods for running workflows: the manual
method and the Auto-Processing method. When you run a workflow
manually, you select the input files, describe the samples that you are
analyzing, and then start the workflow. When you run a workflow using
Auto-Processing, the program automatically picks up and uses image files
as they are placed in a designated folder (or one of multiple designated
folders) by a scanner and runs the workflow according to the
Auto-Processing configuration settings. These settings determine the folder
locations that the program uses for importing and archiving tiff images
and SAF files.

1 At the top of the CytoDx program window, click Auto Processing.

The screen displays the settings for Auto-Processing workflows,
including the default folder locations. You can use the default folder
locations, or continue to step 2 to set new folder locations.

2 Set up the Tiff Image Input Folder. This folder is where the program
picks up microarray tiff image files (in format *.t¢f) for Auto-Processing.
Typically, this folder is where your scanner deposits the scanned tiff
files.

a Next to the Tiff Image Input Folder text box, click Add Folders. The
Tiff Image Input Folder dialog box opens.

b Select the desired folder and click Open. The dialog box closes and
the file path of the selected folder appears in the Tiff Image Input
Folder text box.

¢ (Optional) To remove the default folder location, select it in the Tiff
Image Input Folder text box and click Remove Folders.

3 Set up the SAF File Input Folder. This folder is where the program
picks up the sample attribute files that are needed for Auto-Processing
and imports them into the CytoDx database.

a Next to the SAF File Input Folder text box, click Add Folders. The
SAF File Input Folder dialog box opens.

b Select the desired folder and click Open. The dialog box closes and
the file path of the selected folder appears in the SAF File Input
Folder text box.

¢ (Optional) To remove the default folder location, select it in the SAF
File Input Folder text box and click Remove Folders.
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4 Set up the SAF Archive Folder. This folder is where the program saves
sample attribute files after they are imported to the database during
Auto-Processing.

a Next to SAF Archive Folder, click Browse. The Open dialog box
opens.

b Select the desired folder and click Open. The Open dialog box closes
and the file path of the selected folder appears in the SAF Archive
Folder field.

5 Set up the Tiff Image Archive Folder. This folder is where the program
saves reports and files generated during analysis workflows run in
Auto-Processing mode.

a Under Tiff Image Archive Folder, select the desired archiving
option. The options are:

Do Not Archive Tiff Image Files - The program leaves the files in
the input folder after importing into the database.

Archive Tiff to Sample Output Folder - The program moves the
files to the Auto-Processing output folder after importing into the
database.

Archive Tiff to Different Location - The program moves the files to
the folder indicated in the adjacent field. Click Browse to browse
to and select the desired folder.

6 Click Apply Settings at the bottom of the screen.

The Auto-Processing settings also allow you to:

+ Set the number of attempts that CytoDx tries to process a tiff file before setting the
status of the analysis workflow to “Failed.”

+ Change the time-out setting which determines the length of the idle time required
before CytoDx turns off Auto-Processing.

+ View the audit trail of changes to the Auto-Processing settings.

You can find instructions for performing these tasks in the CytoDx help system.
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This chapter contains guidelines on maintaining security and privacy for
the HealthCare Organizations that use CytoDx
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CytoDx uses a Commercial Off-The-Shelf Operating System (COTS OS)
Windows 10 for user account management which allows for creating,
changing, safeguarding, and terminating accounts. The HealthCare
Organization shall create corresponding internal procedures to address the
following items:

1 All the network equipment, computer hardware, software, databases etc.
must be protected by user authentication (ID and password).

System should be accessible though domain as well as local user.

System should use Windows and/or Hospital Information (IT)
infrastructure password policy.

4 System should support role management access. Access to files and
drives should be given for appropriate role.

b System should allow appropriate users to

* Create new users

¢ Add/remove privileges to user

¢ Terminate/disable user

* Create groups with defined privileges

¢ Add/remove users to/from group.

System should be locked after predefined time of inactivity.

All systems should have anti-virus and anti-spyware software installed.

The anti-virus and anti-spyware software should be updated regularly.

© 00 N &

Important data should be secured using Cryptography or
encryption- decryption equipment.

10 Data transmitted to and from devices must be encrypted.
11 Unauthorized devices trying to connect to the network must be blocked.
12 Unused ports should be blocked to minimize risk of tampering.

13 Firewall should be set to prevent unauthorized access from
internet/intranet.

14 The use of mobile devices must follow mobile device management
policy.

15 Documented procedures for addressing security breaches must be
available.
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16 Authorized user accounts must be regularly audited.

17 Database backup must be performed on a regular basis and must be
performed before installing any software upgrades.

18 Employees must be educated on privacy and security policies through a
strict training process.

19 The number of remote computers, portable devices and ports used to
connect to IVD systems should be kept to a minimum.

20 Software must be kept up-to-date and any available patches promptly
installed.

21 A documented security plan for disposal of unwanted data must be
available.

22 Policies and processes for data security must be regularly reviewed and
updated.
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