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Safety Information

The user-friendly Rotor-Gene AssayManager v2.1 software has been specifically developed for use
with up to 4 different Rotor-Gene® Q MDx instruments. Before using Rotor-Gene AssayManager
v2.1 software, it is essential that you carefully read this user manual, paying particular attention to
this “Safety Information” chapter. The instructions and safety information must be followed to ensure

safe operation of the cycler and to maintain the instrument in a safe condition.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual does not provide detailed
information about Rotor-Gene Q MDx instrument hardware and maintenance. The user manual only
describes the functionality of the Rotor-Gene AssayManager v2.1 software in combination with
Rotor-Gene Q MDx instruments.

Safety information for the Rotor-Gene Q MDx cycler

The following types of safety information appear throughout the Rotor-Gene Q MDx cycler manual.

WARNING  The term WARNING is used to inform you about situations that could result in
personal injury to you or other persons.

& Details about these circumstances are given in a box like this one.

CAUTION  The term CAUTION is used to inform you about situations that could result in

damage to the instruments or other equipment.
A Details about these circumstances are given in a box like this one.

The advice given in the Rotor-Gene Q MDx user manual is infended to supplement, not supersede,

the normal safety requirements prevailing in the user’s country.
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Proper use

WARNING/ Risk of personal injury and material damage
CAUTION Improper use of the Rotor-Gene Q MDx may cause personal injuries or

damage to the instrument.
The Rotor-Gene Q MDx must only be operated by qualified personnel who

have been appropriately trained.
Servicing of the Rotor-Gene Q MDx must only be performed by QIAGEN
Field Service Specialists.

QIAGEN charges for repairs that are required due to incorrect maintenance.

WARNING/ Risk of personal injury and material damage
CAUTION Rotor-Gene Q MDx is a heavy instrument. To avoid personal injury or

it damage to the instrument, take care when lifting.

WARNING/ Risk of personal injury and material damage
CAUTION Do not attempt to move the Rotor-Gene Q MDx during operation.

A

CAUTION Damage to the instrument
it Avoid spilling water or chemicals onto the Rotor-Gene Q MDx. Damage

caused by water or chemical spillage will void your warranty.

Note: In case of emergency, switch off the Rotor-Gene Q MDx at the power switch at the back of

the instrument and unplug the power cord from the power supply port.

WARNING/ Risk of personal injury and material damage
CAUTION Do not try to open the lid during an experiment, or while the Rotor-Gene Q

i: MDx is spinning. Otherwise, if you overcome the lid lock and reach inside,

you risk contact with parts that are hot, electrically live, or moving at high
speed, and you may injure yourself and damage the instrument.
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WARNING/
CAUTION

A

WARNING/
CAUTION

A

WARNING/
CAUTION

A

CAUTION

A\

Risk of personal injury and material damage

If you need to stop an experiment quickly, turn off the power to the
instrument, then open the lid. Let the chamber cool before reaching inside.
Otherwise you risk injury by touching parts that are hot.

Risk of personal injury and material damage
If the equipment is used in a manner not specified by the manufacturer, the
protection provided by the equipment may be impaired.

Risk of personal injury and material damage

Loose paper underneath the Rotor-Gene Q MDx interferes with instrument
cooling. It is recommended that the area beneath the instrument is kept free
of clutter.

Damage to the instrument

Always use a locking ring on the rotor. This stops caps from coming off tubes
during an experiment. If caps come off during an experiment, they may
damage the chamber.

If you touch the Rotor-Gene Q MDx during an experiment, while you are charged with static

electricity, in severe cases the Rotor-Gene Q MDx may reset. However, the software will restart the

Rotor-Gene Q MDx and continue the experiment.
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Electrical safety

Disconnect the line power cord from the power supply port before servicing.

WARNING

A\

Electrical hazard

Any interruption of the protective conductor (earth/ground lead) inside or
outside the instrument or disconnection of the protective conductor terminal is
likely to make the instrument dangerous.

Intentional interruption is prohibited.

Lethal voltages inside the instrument

When the instrument is connected to line power, terminals may be live and
opening covers or removing parts is likely to expose live parts.

To ensure satisfactory and safe operation of the Rotor-Gene Q MDx, follow the advice below:

e The line power cord must be connected to a line power outlet that has a protective conductor

(earth/ground).

® Do not adjust or replace internal parts of the instrument.

® Do not operate the instrument with any covers or parts removed.

e If liquid has spilled inside the instrument, switch off the instrument, disconnect it from the

power outlet, and contact QIAGEN Technical Services.

If the instrument becomes electrically unsafe, prevent other personnel from operating it, and contact

QIAGEN Technical Services; the instrument may be electrically unsafe when:

® It or the line power cord appears to be damaged.

® It has been stored under unfavorable conditions for a prolonged period.

® |t has been subjected to severe transport stresses.

WARNING

A\

Electrical hazard

The instrument has an electrical compliance label which indicates the voltage
and frequency of the power supply as well as fuse ratings. The equipment
should only be operated under these conditions.
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Operating conditions

WARNING Explosive atmosphere
it The Rotor-Gene Q MDx is not designed for use in an explosive atmosphere.

WARNING Risk of explosion
The Rotor-Gene Q MDx is intended for use with reagents and substances
A supplied with QIAGEN kits. Use of other reagents and substances may lead
to fire or explosion.

CAUTION Damage to the instrument
it Direct sunlight may bleach parts of the instrument and cause damage to

plastic parts.
The Rotor-Gene Q MDx must be located out of direct sunlight.

Biological safety

Specimens and reagents containing materials from biological sources should be treated as
potentially infectious. Use safe laboratory procedures as outlined in publications such as Biosafety

in Microbiological and Biomedical Laboratories, HHS (www.cdc.gov/biosafety).
Samples
Samples may contain infectious agents. You should be aware of the health hazard presented by

such agents and should use, store, and dispose of such samples according to the required safety

regulations.
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WARNING

Chemical safety

WARNING

A

WARNING

A

Samples containing infectious agents

Some samples used with this instrument may contain infectious agents.
Handle such samples with the greatest of care and in accordance with the
required safety regulations. Always wear safety glasses, 2 pairs of gloves,
and a lab coat.

The responsible body (e.g., laboratory manager) must take the necessary
precautions to ensure that the surrounding workplace is safe and that the
instrument operators are suitably trained and not exposed to hazardous
levels of infectious agents as defined in the applicable Safety Data Sheets
(SDSs) or OSHA* or ACGIHT documents.

Venting for fumes and disposal of wastes must be in accordance with all
national, state and local health and safety regulations and laws.

Hazardous chemicals

Some chemicals used with this instrument may be hazardous or may become
hazardous after completion of the protocol run.

Always wear safety glasses, gloves, and a lab coat.

The responsible body (e.g., laboratory manager) must take the necessary
precautions to ensure that the surrounding workplace is safe and that the
instrument operators are not exposed to hazardous levels of toxic substances
(chemical or biological) as defined in the applicable Safety Data Sheets
(SDSs) or OSHA* or ACGIHT documents.

Venting for fumes and disposal of wastes must be in accordance with all
national, state and local health and safety regulations and laws.

Risk of fire

When cleaning the Rotor-Gene Q MDx with alcohol-based disinfectant,
leave the Rotor-Gene Q MDx door open to allow flammable vapors to
disperse.

Only clean the Rotor-Gene Q MDx when worktable components have cooled
down.

* OSHA: Occupational Safety and Health Administration (United States of America).
T ACGIH: American Conference of Government Industrial Hygienists (United States of America).
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Toxic fumes

If working with volatile solvents or toxic substances, you must provide an efficient laboratory

ventilation system to remove vapors that may be produced.
Waste disposal

Used consumables and plasticware may contain hazardous chemicals or infectious agents. Such

wastes must be collected and disposed of properly according to local safety regulations.
Mechanical hazards
The lid of the Rotor-Gene Q MDx must remain closed during operation of the instrument.

WARNING Moving parts

To avoid contact with moving parts during operation of the Rotor-Gene Q
MDx, the instrument must be operated with the lid closed.

>

WARNING/ Risk of personal injury and material damage
CAUTION Open and close the lid of the Rotor-Gene Q MDx carefully to avoid trapping
fingers or clothing.

>

CAUTION Damage to the instrument
Make sure that the rotor and locking ring are installed correctly. If the rotor

>

or locking ring show signs of mechanical damage or corrosion, do not use
the Rotor-Gene Q MDx; contact QIAGEN Technical Services.

CAUTION Damage to the instrument
The Rotor-Gene Q MDx must not be used if the lid is broken or if the lid lock
is damaged.

Make sure that the rotor and locking ring are installed correctly.

Only use rotors, locking rings, and consumables designed for use with the
Rotor-Gene Q MDx. Damage caused by use of other consumables will void
your warranty.
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CAUTION

A\

WARNING

A

WARNING

A

Heat hazard

WARNING

A\

WARNING

A

Damage to the instrument

When the Rotor-Gene Q MDx is started immediately after delivery in cold
climates, mechanical parts can block. Allow the instrument to acclimatize to
room temperature for at least 1 hour before turning the instrument on.

Moving parts
In case of breakdown caused by power failure, remove the power cord and
wait 10 minutes before attempting to manually open the lid.

Risk of overheating

To ensure proper ventilation, maintain a minimum clearance of 10 cm
(3.94 in.) at the sides and rear of the Rotor-Gene Q MDx.

Slits and openings that ensure the ventilation of the Rotor-Gene Q MDx must
not be covered.

Hot surface

The Rotor-Gene Q MDx chamber can reach temperatures above 120°C
(248°F). Avoid touching it when it is hot.

Hot surface

When a run is paused, the Rotor-Gene Q MDx will not be cooled completely
to room temperature. Exercise caution before handling the rotor or any tubes
in the instrument.
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Introduction

Thank you for choosing Rotor-Gene AssayManager v2.1. We are confident it will become an

integral part of your laboratory.

Rotor-Gene AssayManager v2.1 is a software for routine testing in combination with Rotor-Gene Q
MDx instruments. Rotor-Gene AssayManager v2.1 is able to read in sample information, set up
experiments, control up to 4 different Rotor-Gene Q MDx cyclers, acquire data from these

instruments, automatically analyze results and create reports.

Rotor-Gene AssayManager v2.1 consists of different components working together. The core
application v2.1 is complemented by different plug-ins that contain assay type specific analysis and
visualization of the results. The core application v2.1 is mandatory for working with Rotor-Gene
AssayManager v2.1 and at least one plug-in must be installed. Optionally, additional plug-ins can
be installed. Not all plug-ins are available in all countries. Refer to www.qgiagen.com/rotor-gene-

assaymanager-21-us to discover our continuously expanding range of plug-ins.

About this user manual

This user manual provides information about Rotor-Gene AssayManager v2.1 Core Application in
the following sections:

e Safety Information

® Introduction

e General Description of Rotor-Gene AssayManager v2.1

e Getting Started (including installing Rotor-Gene AssayManager v2.1)

® Basic Concepts and General Software Usage

® Rotor-Gene AssayManager v2.1 environments: Setup, Cycler, Approval, Archive, Service,

Configuration
e Work Flow
e Standard Tasks (including audit trails and setting up, finishing and releasing runs)
® Administrative Tasks (managing assay profiles and cyclers, users and archives)
® Maintenance (including database maintenance)
e Troubleshooting
e Abbreviations and File Extensions

e Glossary
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Other sections contain the following:

e liability Clause

e Software License Terms

Note: The screenshots show examples of how to use the Rotor-Gene AssayManager v2.1 software.
Some of the names used in this manual are only examples and may look different in the lab of the
end user. This particularly applies to the use of cycler names.

Note: In this manual, the cycler names “Cycler 1”, “Cycler 2", “Cycler 3" and “Cycler 4" are used.
Further information about how to configure cyclers can be found under “Managing cyclers,” page
272, and “Cycler Management tab,” page 213.

General information

Policy statement

It is the policy of QIAGEN to improve products as new techniques and components become

available. QIAGEN reserves the right to change specifications at any time.

In an effort to produce useful and appropriate documentation, we appreciate your comments on

this user manual. Please contact QIAGEN Technical Services.
Version management

This document is the Rotor-Gene AssayManager v2.1 MDx Core Application User Manual, which

provides information about Rotor-Gene AssayManager Core Application version 2.1.
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General Description of Rotor-Gene AssayManager
v2.1

Product configuration

Rotor-Gene AssayManager v2.1 is a software for routine testing in combination with the Rotor-Gene
Q MDx realime PCR instruments.

The software consists of a core application v2.1 and modular plug-ins and assay profiles. The
specific combination of core application v2.1, plug-in and assay profile determines a specific
routine testing application. Rotor-Gene AssayManager v2.1 allows control and operation of the
Rotor-Gene Q MDx instrument and contains algorithms for analysis of data generated with the
Rotor-Gene Q MDx. Rotor-Gene AssayManager v2.1 supports the user in importing sample specific
information and in performing all aspects of the experiment result analysis procedure. The result
analysis is started and processed fully automatically after finishing an experiment, and appropriate

result reports can be generated.

Rotor-Gene AssayManager v2.1 does not replace the standard Rotor-Gene Q software with its full
breadth of functionalities. Rather it allows running and analyzing PCR tests in a highly controlled
environment making use of assay profiles dedicated to specific PCR assays, as well as automated

result reporting, thus giving maximum process safety and reliability.
Product functions

Rotor-Gene AssayManager v2.1 includes these 3 main functionalities:

1) Cycler control: Rotor-Gene AssayManager v2.1 controls the Rotor-Gene Q MDx cycler, i.e., the
software will provide all functions to set up, start and run realtime PCR experiments on up to 4 Rotor-
Gene Q MDx cyclers in parallel. Rotor-Gene AssayManager v2.1 can also be used for experiment
result approval and reporting only. In this case, the software can be installed on a computer not

necessarily connected to a Rotor-Gene Q MDx cycler.

2) Data analysis: Rotor-Gene AssayManager v2.1 analyzes the realtime PCR raw data according
to well defined assay specific rules and generates result reports comprising information on the

validity or invalidity of the assay and individual samples.
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3) Data management: Rotor-Gene AssayManager v2.1 imports sample-specific information from
QlAsymphony® software version 5.0 or via a LIMS. Data from the PCR experiment are then used

for analysis. After release of the results the system is able to export data.

Note: Rotor-Gene AssayManager v2.1 is only compatible with the QlAsymphony AS result files of
the QIAsymphony software version 5.0.

Modes of operation
Closed mode
Rotor-Gene AssayManager v2.1 offers the Closed mode of operation for IVD applications.

The Closed mode is used for assays that have been created and validated by QIAGEN. These
assays can only be modified by QIAGEN.

In Closed mode, assays are run and analyzed without the permission to modify the corresponding

assay profiles.

The analysis in Closed mode includes core andalysis, assay and sample analysis, and, depending

on plug-in, also a fully automatic data scan (AUDAS).

To run and analyze an assay in Closed mode, a corresponding Closed mode plug-in is required.
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Requirements for Rotor-Gene AssayManager v2.1 software users

The following table covers the general level of competence and training necessary for delivery,

installation, routine use, maintenance and servicing of the Rotor-Gene AssayManager v2.1

software.
Task Personnel Training and experience
Delivery No special requirements No special requirements
Installation Laboratory technicians or Basic IT knowledge of
equivalent, IT personnel installing software
Routine use Laboratory technicians or Professional users such as
equivalent technicians or physicians,
trained in molecular biology
techniques and the
functionalities of the
Rotor-Gene Q MDx
Maintenance Laboratory technicians or Professional users such as
equivalent, IT personnel technicians or physicians,
trained in molecular biology
techniques and the
functionalities of the
Rotor-Gene Q MDx
Service QIAGEN Technical or Field Regularly trained personnel,
Service Specialists only certified and authorized by
QIAGEN

Training for Rotor-Gene AssayManager v2.1 software users

To use the Rotor-Gene AssayManager v2.1 software no special training is required. The user has
to read the accompanying documentation before using the Rotor-Gene AssayManager v2.1

software.
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Getting Started

This section of the user manual describes the system requirements for Rotor-Gene AssayManager
v2.1 and how to install and configure Rotor-Gene AssayManager v2.1 before the software can be

used.

If you download software from the QIAGEN website on a different computer to the one on which
the software is to be installed, please make sure that the flash drive used to transfer the software is
free of viruses. QIAGEN strongly recommends a virus scan is performed using an up-to-date virus

scanner on the flash drive to avoid contamination.

Note: Checksum confirmation is required to secure software integrity after web download has been
successfully completed and before subsequent handling of the software. Therefore, software

checksum verification is requested before installation of the downloaded software is started.
Installing Rotor-Gene AssayManager v2.1

Rotor-Gene AssayManager v2.1 and the corresponding plug-ins are available on the QIAGEN
webpage. The data file provides installation, update and uninstall process for Rotor-Gene
AssayManager v2.1, the Rotor-Gene AssayManager database, and the Rotor-Gene AssayManager
v2.1 plug-ins.

For a diagnostic application, an assay specific assay profile is required. See “Importing/exporting

an assay profile,” page 268, for details.

Rotor-Gene AssayManager v2.1 uses a database (Microsoft® SQL Server® Express) to store all data.
The database can be installed locally or on a remote system. The Microsoft SQL Server database
provides backup and restore mechanisms. For detailed information about backup and restore

instructions, refer to the “Maintenance” section in this user manual.

Note: Future updates of Rotor-Gene AssayManager v2.1 will be provided on the QIAGEN

webpage.

Note: Most screenshots in this document were created using Windows® 7. If there is no difference
between Windows 7 and Windows 10, no additional screenshots were created for Windows 10.
A separate description has been added only where the behavior differs between the operating

system versions.

Note: Plug-ins cannot be uninstalled. If you want to uninstall a plug-in, the core application must be
uninstalled together with the plug-in. See “Uninstalling the Rotor-Gene AssayManager v2.1
software,” page 62, for details.
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Note: It is not possible to install Rotor-Gene AssayManager v2.1 on a computer or an existing
database server where Rotor-Gene AssayManager v1.0 is already installed. Rotor-Gene
AssayManager v1.0 and v2.1 are independent products and cannot be used in parallel on one
system. In addition, please note that Rotor-Gene AssayManager v2.1 does not replace Rotor-Gene
AssayManager v1.0.

Rotor-Gene AssayManager v2.1 can be installed with 3 different configurations:

Task Description

Install on stand-alone computer* @ A user with local system administration privileges
installs the database (Microsoft SQL Server Express)
including initial data, the Rotor-Gene
AssayManager v2.1 core application and at least
one Rotor-Gene AssayManager v2.1 plug-in on a

computer.

® The user is completely guided by the installation

wizard and will be prompted for input, if

necessary.
Set up a stand-alone computer* @ Proceed as described in “Install on stand-alone
connected to a network and computer*”.

install Rotor-Gene AssayManager .
Y 9 ® The computer* is connected to the local area

v2.1 on an additional computer*
network.

connected to the first
® Rotor-Gene AssayManager v2.1 and at least one

Rotor-Gene AssayManager v2.1 plug-in is installed
on additional computers by a user with local
administration privileges. During installation, the
user is prompted for connection to the database,
which has to be provided by the database

administrator.
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Task

Description

Use an existing database server
and install Rotor-Gene
AssayManager v2.1 on

additional computers*

® A user with all required database administration

privileges uses the installation wizard to install only
a new database instance including initial data on

an existing database server.

The database administrator is responsible for
checking whether the database server fulfills the
Rotor-Gene AssayManager v2.1 requirements. He
is also responsible for performing all database
administration tasks necessary to back up the
system before installation. Furthermore, the
database administrator must guarantee the
functionality of the system after the successful

installation or a failed installation.

Rotor-Gene AssayManager v2.1 and at least one
Rotor-Gene AssayManager v2.1 plug-in is installed
on additional computers by a user with local
administration privileges. During installation, the
user is prompted for connection to the database,
which has to be provided by the database

administrator.

* The term “computer” is used to describe a notebook or a PC, and not a server.
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Requirements

A computer with the required specifications for operating the Rotor-Gene Q MDx instrument and
Rotor-Gene AssayManager v2.1 is supplied as part of the Rotor-Gene Q MDx instrument which is
referred to as “QIAGEN laptop” in the following text.

In general, the following minimum requirements must be fulfilled to run Rotor-Gene AssayManager
v2.1:

PC system requirements

Description Minimum requirements
Display 1024 x 768 pixel resolution or higher
Supported operating Microsoft Windows 7 Professional (32- and 64-bit) with Service
systems Pack 1
Windows 10 with version 1709 or newer (32- or 64-bit)
Disk space 250 GB
Processor Intel® Core™ i3-380M Processor or higher
Memory 4 GB RAM recommended
USB interface 1-4 USB 2.0 ports or higher.
Contact www.giagen.com for details regarding a USB Hub, if
necessary.
Pointing device Touchpad or mouse or equivalent is required
Service packs required Microsoft Windows 7: Service Pack 1
Bluetooth® Has to be switched off
PDF viewer or similar Already installed
Power options Never turn off hard disks, hibernate, or go to standby

Note: The installation of Rotor-Gene AssayManager v2.1 can only be performed with administrator

privileges.
Note: Only use original material, e.g., cables efc., supplied by QIAGEN.
Note: A stable power connection is required. Unstable power connections can cause loss of data.

Note: Do not directly connect any network device, such as a computer or QlAsymphony SP/AS, to
the computer hosting the Rotor-Gene AssayManager v2.1 via an Ethernet crossover cable or using
Auto-MDIX. Do not apply any changes to network-related elements of the computer or any other
operation system-related actions while the Rotor-Gene AssayManager v2.1 is started. This may

result in data loss or indefinable behavior.
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Outdated certificates on Windows 7

All installation packages contained in the Rotor-Gene AssayManager v1.0 installer are signed with
validated certificates, trusted by Microsoft. This validity is checked by the operating system for every
new program which shall be installed on the system. To be able to verify the validity of installer
packages, the operating system maintains a list of trusted root certification authorities which is
updated automatically by the so-called “automatic root update mechanism” introduced by Microsoft

during the lifetime of Windows 7.

If your operating system or the list of trusted root certification authorities is in an outdated state,
Microsoft cannot verify the validity of the pre-requisite packages, installed by the Rotor-Gene
AssayManager v1.0 installer. This will result in the following error message during installation:
“Setup has detected that the publisher of file *..." cannot be verified. Installation cannot proceed

since the certificates of the operating system are outdated.” (See screenshot below.)

Note: The error message is only shown if you click on the Details << button.

‘L) RotorGeneAssayManager Setup (S

An emor occumed while installing system components for RotorGeneAssayManager. Setup
l & cannet continue until all system components have been successfully installed.

Setup has detected that the publisher of file 'C:\Users\admin'\AppData'\Local\Temp\VSDEFEC tmp
\SQLSy=CrTypes'\SQL SysCirTypes_x86 msi’ cannot be verfied. Installation cannot proceed since the
certificates of the operating system are outdated. Have a look into the Rotor-Gene AssayManager
Quick Start Guidance to find more information about updating the cerificates

See the setup log file located at 'C:\Users\admin \AppData‘\Local\Temp \VSDEFEC tmp'install Jog” for
more information.

Visit the QIAGEN website for updates and instructions to solve this problem.
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Additional software on connected computers

Rotor-Gene AssayManager v2.1 software manages time-critical processes during the PCR run and
the data acquisition process. For this reason, it is important to ensure that no other processes use
significant system resources and thus slow down the Rotor-Gene AssayManager v2.1 software. It is

particularly important to pay attention to the points listed in the subsections below.

System administrators are advised to consider any impact that a modification to the system may

have on the resources before implementing it.
Internationalization

The standard language on a notebook delivered by QIAGEN is set to English (American). The
language of the software itself is English. Rotor-Gene AssayManager v2.1 uses the computer
language settings to display dates and decimal separators in the corresponding format. To change
the language settings of the computer, select Control Panel from the Windows start menu and select

Local language settings.
Configuration for Windows security

The laptop computers that are provided by QIAGEN for use with your Rotor-Gene Q MDx instrument
have Microsoft Windows 7 or 10 pre-installed and are configured with a standard (non-
administrative)] Windows user account and with an administrator account. In routine usage of the
system, the standard account shall be used, since Rotor-Gene AssayManager v2.1 is designed to
run without administrator rights. The administrator account shall only be used to install the Rotor-
Gene AssayManager v2.1 software and a virus scanner (please see section ”Anti-virus scanners”).
Using the administrator account is indicated by a red desktop background. Please make sure, that

you always log in as standard-user for routine use.

The default password of the administrator account is as follows: “Q1a#g3nlA4”. Please change
the administrator password affer first login. Please make sure that the password is secure and does

not get lost. There is no password for the operator account (standard account).

If your configuration is different and no non-administrative account is contained, system
administrators shall setup an additional standard Windows user account to prevent access to critical
system areas, such as “Program Files”, “Windows” directory (e.g. access to installation or
uninstallation functionality, including applications, operating system components, date/time
settings, Windows updates, firewall, user rights & roles, anti-virus activation), or performance
relevant settings like power saving. Multiple users can then be configured within the Rotor-Gene

AssayManager v2.1 user management.
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Configuration for Windows 7 security

1. To create a standard user account, please follow these steps: Open the Windows control

panel via the Start menu and select the User Accounts/Manage Accounts.

2. Choose Create a new account.

S d

%-&i- l.MrieM v Mlanags Aocounty - |-.1.I Srpmn Combo Eare! ¥l

Choose the account you would like 1o change:
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Crdate § fw BOCDWE

Wil 5 i e et

akfn gl thanegr. i a0 e
W Sl wp Pasernid Sompschy
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3. Name the account and select Standard user as the account type.
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4. Click Create Account.
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Creation of standard user account for Windows 10

1.

2. Expand Local Users and Groups.

Right-click on the Windows-button and select Computer Management.

Programs and Features
Mobility Center
Power Options

Event Viewer

System

Device Manager
Network Connections
Disk Management
Computer Management
Command Prompt

Command Prompt (Admin])

Task Manager
Control Panel
File Explorer
Search

Run

Shut down or sign out

Desktop

[N -

A Computer Management
File Action View Help
=% 5 = H

g Computer Management (Local)
w '[|’_-!: System Tools

@ Task Scheduler

f2] Event Viewer

52 Shared Folders

(ﬁ'_, Local Users and Groups )
(%) Performance

:.j.: Device Manager
w &5 Storage
= Disk Management
Services and Applications

Marme

'[?.E Systern Tools

%Storage

::Q Services and Applications
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;§' Computer Management
File Action View Help

= @l = HE

;fl Computer Management (Local]
R '[f& Systemn Tools
» @ Task Scheduler
» Event Viewer
> @ Shared Folders
v # Local Users and Groups
[ Groups
» @ Performance
& Device Manager
v 23 Storage
i Disk Management
» i; Services and Applications

Mame
'EJ& System Tools

E Storage

_':_':Jg Services and Applications

3. Select Users. With Users highlighted, click Action.

;&" Computer Management

File View Help

o= nE = HE

;*'. Computer Management (Local) Mame
v [f} System Tools B 3 dmin
> @ Task Scheduler &jAdministrator
’ g Event Viewer &jDefauItAccount
» [ Shared Folders EG i
v ,%l Local Users and Groups HBue
7 Users
| Groups
> @ Performance
A Neviee Mananer

4. Select New User....

Full Mame Description

Built-in account for administering...
A user account managed by the s...
Built-in account for guest access t...

;f' Computer Management

File = Action View Help

d=m = { New User.. Y B

;f' C Refresh !
|
v I Export List...

>

5 Help

% ared Folders

~ & Local Users and Groups
| Users
| Groups

) @ Performance
& Device Manager

Mame Full Mame
&iadmin

&jﬁkdministratﬂr
&jDefaultAccount

&jGuest
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Mew User ? *

User name: |Opemtor |
Full name: | |
Description: | |
Password: |..oo..oo |
Confirm password: |""uu |

User must change password at nexd logon:

User cannot change password

Password never expires
[] Account is disabled

Help Create Close

5. Enter the user name “Operator” and set a password that is compliant with your security rules.

6. Uncheck User must change password at next logon to allow more options.

New User ? %
User name: |Operator |
Full name: | |
Descripion: | |

rPassword: |u...... ] |
Confim password: |........ |

[Jiser must change password at next logon:

[] User cannot change password

__D Password never expires
[ Account is disabled

Help Create Close
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7. Click Create to finish.

MNew User ? %
User name: |0pe|ator |
Full name: | |
Description: | |
Password: |oooo.oo. |
Confirm password: |oo.ooooo |

[JiUser must change password at next logor:

[] User cannot change password
[ Password never expires
[ Account is disabled

8. Add another user or click Close. All existing local users are shown in the Users list.

New User ? x

User name: || |

Full name: | |

Description: | |

Password: | |

Confirm password: | |

User must change password at next logon
User cannot change password
Fassword never expires

[] Account is disabled

ek e
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A Computer Management - m}

File Action View Help
€= | 2n[ 6= HiE
;'é‘ Computer Management (Local) Name Full Mame Description Actions

v [} System Tools B zdmin _ =
@ Task Scheduler

E Event Vi &Admin\strator Built-in account for administering... More Actions b
vent Viewer =
" Shared Fold %, Defaulticcount A user account managed by thes..
3 ared Folders e
o ‘;_: Local Users and Groups gguest . Built-in account for guest access t...
perator perator

| Users
| Groups
@‘:ﬂ Performance
% Device Manager
=5 Storage
~ Services and Applications

9. Close Computer Management.

Change the password of the currently logged-in user by pressing the key combination CTRL + ALT

+ DELETE and selecting Change a password from the available options.
Configuring the installation of Rotor-Gene AssayManager v2.1

The following sections provide you with details about the installation of the software in 3 different

configurations:

® Install on stand-alone computer*®

® Set up a stand-alone computer* connected to a network and install Rotor-Gene

AssayManager v2.1 on o additional computers* connected to the first

e Use an existing database server and install Rotor-Gene AssayManager v2.1 on one or

multiple computers*

* The term “computer” is used to describe a notebook or a PC, and not a server.

For computer system requirements, refer to “Requirements,” page 24.

Note: The system must be virus and spyware free to install the Rotor-Gene AssayManager v2.1

software. Please perform a virus scan using an up-to-date virus scanner to avoid a contamination.

Note: If Rotor-Gene AssayManager v2.1 is being installed on any client or server in a shared
database environment, the user must close all connected Rotor-Gene AssayManager v2.1 instances

before installation.

Note: It is not possible to install Rotor-Gene AssayManager v2.1 on a computer or an existing
database server where Rotor-Gene AssayManager v1.0 is already installed. Rotor-Gene
AssayManager v1.0 and v2.1 are independent products and cannot be used in parallel on one
system. In addition, please note that Rotor-Gene AssayManager v2.1 does not replace Rotor-Gene

AssayManager v1.0.
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Note: Plug-ins for Rotor-Gene AssayManager v1.0 are not compatible with Rotor-Gene

AssayManager v2.1.

Note: Rotor-Gene AssayManager v2.1 uses several software packages provided by third parties.
If not already installed on the system, these software packages are automatically installed at the
beginning of the Rotor-Gene AssayManager v2.1 software setup. Depending on the installed

software packages, a reboot of the system may be required before proceeding with the setup.

Rotor-Gene AssayManager v2.1 requires a Microsoft SQL Server 2014 Express instance with mixed
mode authentication and TCP/IP network protocol activated for installation. The installation process
depends on whether MS SQL Server 2014 Express is already installed, or should be installed on
the local system, or whether Rotor-Gene AssayManager v2.1 shall be installed with a remote

connection to an existing SQL Server on an external system:

e If MS SQL Server 2014 Express is already installed on the local system, or a remote
connection to an existing SQL server or an external system is available, the installation of MS
SQL Server 2014 Express is skipped; the installation continues with the installation of Rotor-

Gene AssayManager v2.1 application.

e If MS SQL Server 2014 Express was not installed previously, the first step in the installation
process is to install MS SQL Server Express 2014; then the Rotor-Gene AssayManager v2.1

application is installed.

Note: During the installation process, click Back to go a step back in the installation process.

Click Cancel to stop and end the installation process.
Installation on a stand-alone computer*

1. Download the Rotor-Gene AssayManager v2.1 Core Application from the QIAGEN website.

Note: Checksum confirmation is required to secure software integrity after web download is
successfully completed and before subsequent handling of the software. Therefore, software
checksum verification is requested before installation of the downloaded software is started.
For detailed information on confirmation of software integrity during download and file

transfer, please check the QIAGEN software integrity verification process description

f

document, which is provided together with the software package on the QIAGEN webpage.
you download software from the QIAGEN website on a different computer than that one on
which the software shall be installed, please make sure that the used flash drive to transfer the
software is free of viruses. QIAGEN strongly recommends to perform a virus scan using an up-

to-date virus scanner on the flash drive to avoid a contamination.

* The term “computer” is used to describe a notebook or a PC, and not a server.
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2. Start the installation of Rotor-Gene AssayManager v2.1 by double-clicking on setup.exe.

The setup wizard automatically opens the Rotor-Gene AssayManager Setup window.

j@ Rotor-Gene AssayManager Setup

S

%

Welcome to Rotor-Gene AssayManager

2000 Setup
00000
QIAGEN

Select the packages to be induded in the installation:
Installation packages
() Rotor-Gene AssayManager application, prerequisites and SQL Server Express

() Rotor-Gene AssayManager application and prerequisites

Messages

OK Cancel

3. Select Rotor-Gene AssayManager v2.1 application, prerequisites and SQL Server Express to

install the SQL Server locally on your system.

4. Click OK to proceed.

Lo

Far the following components:

SQL Server 2014 Express

Please read the following license agreement . Press the page down key to see the rest

of the agreement.

MICROSOFT SOFTWARE LICENSE TERMS
MICROSOFT SQL SERVER 2014 EXPRESS

These license terms are an agreement between Microsoft
Corporation (or based on where you live, one of its affiliates) and
you. Please read them. They apply to the software named above,
which includes the media on which you received it, if any. The

b m =l e les bm mmn s B A

@ View ELLA for printing

Do you accept the terms of the pending License Agreement ?

¥ you choose Don't Accept. install will close. To install you must accept this

agreement.
Accept Dont Accept

W
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5. Click Accept to start the installation of MS SQL Server 2014 Express.

The installation progress window is displayed:

@ Installing SGL Server 2014 Express...

Cancel

The Rotor-Gene AssayManager v2.1 welcome screen is automatically opened.

ﬁ Ro Gene Assa Se o Pe
;2;22 Welcome to the Rotor-Gene
AssayManager 2.1.1 Setup Wizard
QIAGEN yHanag P

The Setup Wizard will install Rotor-Gene AssayManager
2.1.1 0on your computer, Click Next to continue or Cancel to
exit the Setup Wizard,

6. Click Next to start the installation procedure.

The following Windows Security message may appear during the installation process.

Windews Security @
Would you like to install this device software?

Mame: QIAGEM GmbH Ports (COM & LPT)

!*r Publizher: QIAGEN GmbH

[7]  Always trust software from "QIAGEN GmbH". Install ]| Don'tInstall |

@' You should enly install driver software from publishers you trust, How canl
decide which device software is safe to install?

7. Click Install.
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Depending on the software packages already installed on the system, different license

agreements for the required software packages will be displayed.

End-User License Agreement %
Pleasze read the following license agreement carefully ma
QIAGEN’s Rotor-Gene® AssayManager ~

Software License Agreement

TERMS AMD COMNDITIONS of an LEGAL AGREEMENT (the
"Agreement”) by and between QIAGEN GmbH, QIAGEN Strasse 1, D-
40724 Hilden, Germany, ("QIAGEN") and you (either an individual or a
legal entity), the licensee of the software (hereinafter referred to as
"SOFTWARE")

By opening the sealed software package(s) you are agreeing to be
bound by the terms of this Agreement. If yvou do not agree to the terms ¥

[11 accept the terms in the License Agreement

Print Back Next Cancel

8. Read and accept the license agreements by checking “I accept the terms in the License

Agreement” and click Next.

The Virus and spyware check window is opened:

Virus and spyware check
Check system for virus and spyware. m;
Confirm that your system has been checked with anti-virus and anti-spyware
tools. Your system must be virus and spyware free.
[ system s virus and spyware free
Back Next Cancel

9. Confirm that the system is virus free by activating the “System is virus and spyware free”

option and click Next.
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The Custom Setup screen is displayed.

Custom Setup
Select the way you want features to be installed.

Click the icons in the tree below to change the way features will be installed.

Database Installs Rotor-Gene AssayManager
= ~ | Rotor-Gene AssayManager soft 2.1.1 and the membership database
on the system

This feature requires 100MB on
your hard drive.

Browse...

Reset Disk Usage Back Cancel

For a stand-alone desktop scenario with application and database on one computer, the

features Database and Rotor-Gene AssayManager software must stay selected.

Note: Do not deselect any feature.

10.Click Disk Usage for an overview of the available and required disk space.

ﬁ?:::'-&i‘—: AssayMa r 2.1.1 Setup bt
Disk Space Requirements SS08
The disk space required for the installation of the selected features. sesee
QIAGEN

Highlighted volumes do not have enough disk space available for selected features. You
can either remove some files from the highlighted volumes, install fewer features, or select

different destination drives.
Volume Digk Size Available Required
= 238GE 45GE 319ME
=ID: 931GB T97GE OKB
£ >

11.Click OK to close the window.
12.Click Next to proceed with the installation of the selected features.

13.To proceed with the installation, click Next.
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ﬁ] Rotor-Gene AssayManager 2.1.1 Setup -

b4
Ready to install Rotor-Gene AssayManager 2.1.1 :
QIAGEN

Click Install to begin the installation. Click Back ta review or change any of your
installation settings. Click Cancel to exit the wizard.

Back Install Cancel

14.Click Install to start the installation.

[elelelele] Completed the Rotor-Gene
QoQoo AssayManager 2.1.1 Setup Wizard
QIAGEN YR P

Rotor-Gene AssayManager 2.1.1 has been installed
successfully.

Initial ad ministrator account has been created as
‘admin’ with password ‘admin’, the password has to
be changed on first login.

For working with Rotor-Gene AssayManager 2. 1.1, install at
least one plug-in with separate setup. A pdf viewer must be
installed to display the reports created by Rotor-Gene
AssayManager 2.1.1.

If you have any questions concerning Rotor-Gene
AssayManager 2. 1.1 setup, contact QIAGEN Technical
Services,

Back Cancel

15.After the installation is completed, click Finish to close the window.

After installation, Rotor-Gene AssayManager v2.1 can be started either from the Windows

Start menu under QIAGEN/Rotor-Gene AssayManager or by using the desktop icon.
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Installation on a stand-alone computer plus additional computers”

A prerequisite for this scenario is installation of Rotor-Gene AssayManager v2.1 on a computer

with SQL Server Express installed and that is connected to the local area network.

Note: If Rotor-Gene AssayManager v2.1 is being installed on any client or server in a shared
database environment, the user must close all connected Rotor-Gene AssayManager v2.1 instances

before installation.

1. Download the Rotor-Gene AssayManager v2.1 Core Application from the QIAGEN website.

Note: Checksum confirmation is required to secure software integrity after web download is
successfully completed and before subsequent handling of the software. Therefore, software
checksum verification is requested before installation of the downloaded software is started.
For detailed information on confirmation of software integrity during download and file

transfer, please check the QIAGEN software integrity verification process description

f

document, which is provided together with the software package on the QIAGEN webpage.
you download software from the QIAGEN website on a different computer than that one on
which the software shall be installed, please make sure that the used flash drive to transfer the
software is free of viruses. QIAGEN strongly recommends to perform a virus scan using an up-

to-date virus scanner on the flash drive to avoid a contamination.

2. Start the installation of Rotor-Gene AssayManager v2.1 by double-clicking on setup.exe.

3. The setup wizard automatically opens the Rotor-Gene AssayManager Setup window.

ﬁ Rotor-Gene AssayManager Setup &J

Welcome to Rotor-Gene AssayManager

Setup
Q0Q0o0
QIAGEN

Select the packages to be induded in the installation:
Installation packages
() Rotor-Gene AssayManager application, prerequisites and SQL Server Express

() Rotor-Gene AssayManager application and prerequisites

Messages

OK Cancel

* The term “computer” is used to describe a notebook or a PC, and not a server.
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4. Select Rotor-Gene AssayManager v2.1 application and prerequisites.
5. Click OK to proceed.

The Rotor-Gene AssayManager v2.1 welcome screen is automatically opened.

Welcome to the Rotor-Gene
AssayManager 2.1.1 Setup Wizard

The Setup Wizard will install Rotor-Gene AssayManager
2.1.10n your computer. Click Next to continue or Cancel to
exit the Setup Wizard,

Back Cancel

6. Click Next to start the installation procedure.

The following Windows Security message may appear during the installation process.

Windows Security @
Would you like to install this device software?

Name QIAGEN GmbH Ports (COM & LPT)

— Publisher: QIAGEN GmbH

[[] Always trust software from "QLAGEN GrmbH". Install ]| Don'tInstall |

';E' You should enly install driver software from publishers you trust, How canl
decide which device software is safe to install?

7. Click Install.
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Depending on the software packages already installed on the system, different license

agreements for the required software packages will be displayed.

End-User License Agreement %
Pleasze read the following license agreement carefully ma
QIAGEN’s Rotor-Gene® AssayManager ~

Software License Agreement

TERMS AMD COMNDITIONS of an LEGAL AGREEMENT (the
"Agreement”) by and between QIAGEN GmbH, QIAGEN Strasse 1, D-
40724 Hilden, Germany, ("QIAGEN") and you (either an individual or a
legal entity), the licensee of the software (hereinafter referred to as
"SOFTWARE")

By opening the sealed software package(s) you are agreeing to be
bound by the terms of this Agreement. If yvou do not agree to the terms ¥

[11 accept the terms in the License Agreement

Print Back Next Cancel

8. Read and accept the license agreements by checking “I accept the terms in the License

Agreement” and click Next.

The Virus and spyware check window is opened:

Virus and spyware check
Check system for virus and spyware. m;
Confirm that your system has been checked with anti-virus and anti-spyware
tools. Your system must be virus and spyware free.
[ system s virus and spyware free
Back Next Cancel

9. Confirm that the system is virus free by activating the System is virus and spyware free option
and click Next.
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The Custom Setup screen is displayed.

Custom Setup
Select the way you want features to be installed.

Click the icons in the tree below to change the way features will be installed.

Database Installs Rotor-Gene AssayManager
= ~ | Rotor-Gene AssayManager soft 2.1.1 and the membership database
on the system

This feature requires 100MB on
your hard drive.

Browse...

Reset Disk Usage Back Cancel

Note: Do not deselect any feature.

10.Click Disk Usage for an overview of the available and required disk space.

Disk Space Requirements
The disk space required for the installation of the selected features.

Highlighted volumes do not have enough disk space available for selected features. You
can either remove some files from the highlighted volumes, install fewer features, or select
different destination drives.

Volume Disk Size Available Required
=0 236GE 45GE 319MB
=ID: 931GB T97GE OKB
£ >

11.Click OK to close the window.

12.Click Next to proceed with the installation of the selected features.
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7

Rotor-Gene AssayManager 2.1.1 database server

; 20000
Enter the connection for Rotor-Gene AssayManager 2. 1.1 database server, QIAGEN

Database server name

Database instance

|RGAMINSTANCE

Password of sa (System Administrator) login

Check database connection

Back Next Cancel

13.Fill in the required parameters.
If the remote database server is a computer with a local installation of Rotor-Gene
AssayManager v2.1, fill in the computer name as the database server name, leave the
instance name (“RGAMINSTANCE”) as it is, and leave the field Password of sa (System
Administrator) login blank.

14.Click Check database connection to check the database connection. To access the remote
"Database server” on the other computer, a system administrator must create an exception in
the firewall configuration of that computer. Please read the chapter “Firewall and networks”. If
you encounter problems during the connection process to the database server, contact your

local system administrator.

15.Click Next to proceed with the installation.

ﬁ] Roter-Gene AssayManager 2.1.1 Setup - >

Ready to install Rotor-Gene AssayManager 2.1.1 se00e

Click Install to begin the installation. Click Back to review or change any of your
installation settings. Click Cancel to exit the wizard.

Back Install Cancel
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16.Click Install to start the installation.

L5

slalel Completed the Rotor-Gene
oCooo AssayManager 2.1.1 Setup Wizard
QIAGEN yrianag g

Rotor-Gene AssayManager 2. 1.1 has been installed
successfully.

Initial ad ministrator account has been created as
‘admin’ with password 'admin’, the password has to
be changed on first login.

For working with Rotor-Gene AssayManager 2. 1.1, install at
least one plug-in with separate setup. A pdf viewer must be
installed to display the reports created by Rotor-Gene
AssayManager 2.1.1,

If you have any questions concerning Rotor-Gene

AssayManager 2. 1.1 setup, contact QIAGEN Technical
Services,

Back Cancel

17.After the installation is completed, click Finish to close the window.

After installation, Rotor-Gene AssayManager v2.1 can be started either from the Windows
Start menu under QIAGEN/Rotor-Gene AssayManager or by using the desktop icon.

RotorGene...

Installation on an existing database server and on additional computers”

Note: If Rotor-Gene AssayManager v2.1 is being installed on any client or server in a shared
database environment, the user must close all connected Rotor-Gene AssayManager v2.1 instances

before installation.

1. Download the Rotor-Gene AssayManager v2.1 Core Application from the QIAGEN website.

Note: Checksum confirmation is required to secure software integrity after web download is
successfully completed and before subsequent handling of the software. Therefore, software
checksum verification is requested before installation of the downloaded software is started.
For detailed information on confirmation of software integrity during download and file
transfer, please check the QIAGEN software integrity verification process description
document, which is provided together with the software package on the QIAGEN webpage. If

* The term “computer” is used to describe a notebook or a PC, and not a server.
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you download software from the QIAGEN website on a different computer than that one on
which the software shall be installed, please make sure that the used flash drive to transfer the
software is free of viruses. QIAGEN strongly recommends to perform a virus scan using an up-

to-date virus scanner on the flash drive to avoid a contamination.

2. Start the installation of Rotor-Gene AssayManager v2.1 by double-clicking on setup.exe.

The setup wizard automatically opens the Rotor-Gene AssayManager Setup window.

ﬁ Rotor-Gene AssayManager Setup @

Welcome to Rotor-Gene AssayManager

[ ( Setup
00000
QIAGEN

Select the packages to be induded in the installation:
Installation packages
() Rotor-Gene AssayManager application, prerequisites and SQL Server Express

() Rotor-Gene AssayManager application and prerequisites

Messages

OK Cancel

%

3. Select Rotor-Gene AssayManager v2.1 application and prerequisites if you want to install
Rotor-Gene AssayManager v2.1 on a computer with a remote connection to an existing SQL

Server Express on an external system.

4. Click OK to proceed.
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The Rotor-Gene AssayManager v2.1 welcome screen is automatically opened.

- - -
[e]ele]sle] Welcome to the Rotor-Gene

QoQooo AssayManager 2.1.1 Setup Wizard
QIAGEN yHanag P

The Setup Wizard will install Rotor-Gene AssayManager
2.1.10n your computer. Click Next to continue or Cancel to
exit the Setup Wizard.

5. Click Next to start the installation procedure.

The following Windows Security message may appear during the installation process.

Windews Security @
Would you like to install this device software?

Name: QIAGEN GmbH Ports (COM & LPT)
=3 Publisher: QIAGEN GmbH

[C]  Always trust software from "QIAGEN GrmbH". Install ]| Don'tlInstall |

@' You should only install driver software from publishers you trust. How can 1
decide which device software is safe to install?

6. Click Install.
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Depending on the software packages already installed on the system, different license

agreements for the required software packages will be displayed.

End-User License Agreement %
Pleasze read the following license agreement carefully ma
QIAGEN’s Rotor-Gene® AssayManager ~

Software License Agreement

TERMS AMD COMNDITIONS of an LEGAL AGREEMENT (the
"Agreement”) by and between QIAGEN GmbH, QIAGEN Strasse 1, D-
40724 Hilden, Germany, ("QIAGEN") and you (either an individual or a
legal entity), the licensee of the software (hereinafter referred to as
"SOFTWARE")

By opening the sealed software package(s) you are agreeing to be
bound by the terms of this Agreement. If yvou do not agree to the terms ¥

[11 accept the terms in the License Agreement

Print Back Next Cancel

7. Read and accept the license agreements by checking “I accept the terms in the License

Agreement” and click Next.

The Virus and spyware check window is opened:

Virus and spyware check
Check system for virus and spyware. m;
Confirm that your system has been checked with anti-virus and anti-spyware
tools. Your system must be virus and spyware free.
[ system s virus and spyware free
Back Next Cancel

8. Confirm that the system is virus free by activating the System is virus and spyware free option
and click Next.
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The Custom Setup screen is displayed.

Custom Setup
Select the way you want features to be installed.

Click the icons in the tree below to change the way features will be installed.

Database Installs Rotor-Gene AssayManager
= ~ | Rotor-Gene AssayManager soft 2.1.1 and the membership database
on the system

This feature requires 100MB on
your hard drive.

Browse...

Reset Disk Usage Back Cancel

Note: Do not deselect any feature.

9. Click Disk Usage for an overview of the available and required disk space.

Disk Space Requirements
The disk space required for the installation of the selected features.

Highlighted volumes do not have enough disk space available for selected features. You
can either remove some files from the highlighted volumes, install fewer features, or select
different destination drives.

Volume Disk Size Available Required
=0 236GE 45GE 319MB
=ID: 931GB T97GE OKB
£ >

10.Click OK to close the window.

11.Click Next to proceed with the installation of the selected features.
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Rotor-Gene AssayManager 2.1.1 database server

; 20000
Enter the connection for Rotor-Gene AssayManager 2. 1.1 database server, QIAGEN

Database server name

Database instance

|RGAMINSTANCE

Password of sa (System Administrator) login

Check database connection

Back Next Cancel

12.Fill in the required parameters.

13.Click Check database connection to check the database connection. To access the remote
"Database server” on the other computer, a system administrator must create an exception in
the firewall configuration of that computer. Please read the chapter “Firewall and networks”. If
you encounter problems during the connection process to the database server, contact your

local system administrator.

14.Click Next to proceed with the installation.
ﬁ]::::-ire-::;_ Manager 2.1.1 Setup —

Rotor-Gene AssayManager 2.1.1 database server

Enter the connection for Rotor-Gene AssayManager 2. 1.1 database server,

20000
QIAGEN
Database server name

Database instance

|RGAMINSTANCE

Password of sa (System Administrator) login

Check database connection

Back Next Cancel

15.Click Install to start the installation.
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1§ Rotor-Gene e - X
;‘;gs Completed the Rotor-Gene
AssayManager 2.1.1 Setup Wizard
QIAGEN yrianag P

Rotor-Gene AssayManager 2. 1.1 has been installed
successfully,

Initial administrator account has been created as
‘admin’ with password 'admin’, the password has to
be changed on first login.

For warking with Rotor-Gene AssayManager 2. 1.1, install at
least one plug-in with separate setup. A pdf viewer must be
installed to display the reports created by Rotor-Gene
AssayManager 2.1.1.

If you have any questions concerning Rotor-Gene

AssayManager 2. 1.1setup, contact QIAGEN Technical
Services,

Back Cancel

16.After the installation is completed, click Finish to close the window.

After installation, Rotor-Gene AssayManager v2.1 can be started either from the Windows

Start menu under QIAGEN/Rotor-Gene AssayManager or by using the desktop icon.

Setting up properties for log folder

If you are using Rotor-Gene AssayManager v2.1.1 in a multi-user windows environment, you must
manually setup permissions for the “log” folder after installing RGAM. Otherwise it will not be

possible for RGAM to create new log files if the windows user is changed.

1. log in as Administrator, right click on the Rotor-Gene AssayManager icon and select Open file

location.
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Troubleshoot compatibility

Open

Open file location

'@' Run as administrator
[:f Edit with Notepad++

2. The file explorer will open the Rotor-Gene AssayManager/bin folder. Navigate up one folder

to the Rotor-Gene AssayManager top folder. Right-click on the Log folder and select

Properties.

.. » Computer » Local Disk (C:) » Program Files » QIAGEN » Rotor-Gene AssayManager »

Organize ~ Include in library + Share with + Burn New folder
&
¥\ Favarites Mame Date modified Type Si
Bl Desktop 1 bin 2/20/20181:54 PM  File folder
4 Downloads | documentation 2/20/2018 1:35 PM File folder
| Recent Places ) Log 2/20/2018 1:56 PM  File folder

i Libraries
@ Documents

J‘ Music

[E5] Pictures

E Videos

1M Computer
£L Local Disk (C:)

“ﬂ Network

View
Sort by
Group by
Refresh

Customize this folder...

Paste
Paste shortcut
Undo Copy

Share with
Mew

Properties

Ctrl+Z

3

3

3
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3. In the new dialog box, click on the Security tab and then select the Advanced button.
[ | . Log Properties u\

| General | Sharing | Security | Previous Versions I Customizel

Object name:  C:\Program Files"QIAGEN"Rotor-Gene AssayManz

GI‘OLID Qar user names:
-% Everyone
52 CREATOR OWNER

52, SYSTEM

ﬂll Adminietratare (014G FLLPM Adminictratoe |
4 n k

[l »

1

To change pemissiong, click Edit. @ Edit_

Pemigsions for Everyone Alow Dery

Full control

Modify

Read & execute
List folder contents
Read

Write

For special pemissions or advanced settings,
click Advanced. Advanced

:!1 m

Leam sbout access control and permissions

[ ok [ camcel || ooy

e e

4. In the new dialog box, click on Change Permissions....

' ™
|, Advanced Security Settings for Log g

Pemissions |Md'n.ing I Cwner I Effective Pemissions

To view details of a permission entry, double-click the entry. To modify pemissions, click Change Pemissions.

Object name: C:\Program Files\QIAGEN"Rotor-Gene AssayManager'Log

Permission entries:

Type MName Permission Inherited From Apply To

Alow Everyone Special <not inherted> This folder only

Allow Everyone Special <not inherted= Subfolders and files only
Allow Trustedinstaller Special C:\Program Files" This folder and subfolders
Allow SYSTEM Full contral C:Program Files® This folder, subfolders an...
Allow Administrators (QIAGEN-...  Full control C:Program Files® This folder, subfolders an...
Allow Users (QIAGEN-PC\Users) FRead & execute C:\Program Files" This folder, subfolders an...
Allow CREATOR OWNER Special C:\Program Files" Subfolders and files only

'@'Change Pemissions...

Include inheritable pemissions from this object's parent

Managing pemmission entries

oK | cancel Apply
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5. Select the user with the name Everyone and click on Edit.

L ™
| Advanced Secunty Settings for Log u

Permissions

To view or edit details for a permission entry, select the entry and then diick Edit.

Object name: C:\Program Files\QIAGEMRotor-Gene AssayManageriLog

Permission entries:

Type Mame Permission Inherited From Apply To i
Everyone <notinherited = This folder only
Allow Everyone Spedial <not inherited = Subfolders and files only L
Allow TrustedInstaller Spedial C:'\Program Files', This folder and subfolders |~
Allow SYSTEM Full control C:\Program Files, This folder, subfolders a...
Allow Administrators {QIAGEM... Full control C:'Program Filesl, This folder, subfolders a...
Allow Users (QIAGEN-PClUsers) Read & execute C:'Program Filesl, This folder, subfolders a... .~
[ Add... ] [ Edit... %J [ Remove ]

Indude inheritable permissions from this object's parent

["|replace all child object permissions with inheritable permissions from this object

Manaqging permission entries

[ ok ][ cancel ][ 2oy

6. Select the entry This folder, subfolders and files from the drop-down menu Apply to.
[ |, Permissicn Entry for Log u\

Object
Mame:  Everyone

Apply to: [ This folder only ~|

. This folder onl
RSRIEEY] This folder, subfolders and files
This folder and subfolders k

Ful ContmThis folder and files

Traverse 1sybfolders and files only
List folder Subfolders only

Read a1:l:ri.1:iles orly
Read extended attributes
Create files [ write data
Create folders [ append data
Write attributes

Write extended attributes
Delete subfolders and files

Delete

m

ID0EEEEO0
1 e

=

Apply these permissions to objects andjfor

containers within this container only

Manaqging permissions

o) (o ]
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7. Click on the checkbox Full control in the column under Allow.

i ™y
. Permissicn Entry for Log M
Object
MName: Eweryone

Apply to: | This folder, subfolders and files -

Permissions:

»

Full control

Traverse folder f execute file
List folder [ read data

Read attributes

Read extended attributes
Create files [ write data
Create folders / append data
Write attributes

Write extended attributes
Delete subfolders and files
Delete

m

=] Apply these permissions to objects andfor Clear Al

containers within this container only

ID09EEE000Ea§
[elelefslslefsl=lelsl=]E]

Manaqing permissions

[ OK ][ Cancel ]

L oy

8. Afterwards, Allow should be checked for all permissions. Confirm this dialog and close the

window by pressing on OK.
e ™y
|, Permission Entry for Log ﬂ

Object
Mame: Ewveryone
Apply to: [This folder, subfolders and files v]
Permissions: Allow Deny
Full contral ‘ | o~
Traverse folder f execute file ]
List folder / read data Il
Read attributes ]
Read extended attributes Il E
Create files [ write data ]
Create folders | append data Il
Write attributes =
Write extended attributes | =
Delete subfolders and files =
Delete <
DAppIy these permissions to objects andfor Clear All
containers within this container only
Manaaing permissions

[ 0K DSI[ Cancel ]
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9. Close the remaining dialogs with a click on the OK button as well. The last dialog box should

look like the one below. (User “Everyone” has full control.)
| . Log Properties ﬁ

| General | Sharing | Securty | Previous Versions I Customizel

Object name:  C:\Program Files\QIAGEN Rotor-Gene AssayManz

GI'DLID Or User Nnames:

!1?‘. Everyone -
2 CREATOR OWNER (1
8% SYSTEM

02 BrArmimistratars (01 473 ERLDE Admimistrstarst
< 1 | »

To change pemmissions, click Edit.

Permissions for Everyone Alow Deny
Full control N i
Madify v
Read & execute v
List folder contents v

v

v

Read
Wite

For special pemissions or advanced settings,
click Advanced.

Leam about access control and pemissions

[ oK M[ Cancel | | foply

Installing plug-ins

At least one plug-in must be installed before Rotor-Gene AssayManager v2.1 can be used. Plug-ins

are provided via web download.

Note: Plug-ins for Rotor-Gene AssayManager v1.0 are not compatible with Rotor-Gene

AssayManager v2.1.

Note: The user should log in again only after the same plug-ins have been successfully installed on

all related clients.
Installing a plug-in on a computer with SQL Server Express installed locally

Note: The following installation of the Gamma MDx Plug-in is provided as an example for

installation of any plug-in.

1. Download the plug-in from the QIAGEN website.

Note: Checksum confirmation is required to secure software integrity affer web download is
successfully completed and before subsequent handling of the software. Therefore, software

checksum verification is requested before installation of the downloaded plug-in is started. For
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detailed information on confirmation of software integrity during download and file transfer,
please check the QIAGEN software integrity verification process description document, which
is provided together with the software package on the QIAGEN webpage. If you download
software from the QIAGEN website on a different computer to the one on which the software
is to be installed, please make sure that the flash drive you use to transfer the software is free
of viruses. QIAGEN strongly recommends you perform a virus scan using an up-to-date virus

scanner on the flash drive prior to use to avoid contamination.
2. Doubleclick RGAM_V2_1_Gamma_MDx_Plug-in.Installation.V1_0_0.msi to start the Gamma
MDx Plug-in setup wizard.
rﬁ Gamma MDx Plug-in 1L0.0 for AssayManager Setup l — X 1

..... Welcome to the Gamma MDx Plug-in
1.0.0 for AssayManager Setup Wizard
QIAGEN yHanager >¢ep

The Setup Wizard will install Gamma MDx Plug-n 1.0.0 for
AssayManager on your computer, Click Next to continue ar
Cancel to exit the Setup Wizard.

ack [ mext | [ Cancel

@

%

3. Click Next to proceed.
r N
ﬁ Gamma MDx Plug-in 1.0.0 for AssayManager Setup l = LX)

End-User License Agreement

Please read the following license agreement carefully m
QIAGEN’s Gamma MDx Plug-in for Rotor-Gene o
AssayManager® A

Software License Agreement

TERMS AND COMDITIOMS of an LEGAL AGREEMENT (the
"Agreement”) by and between QIAGEN GmbH, QIAGEN Strasse 1, D-
40724 Hilden, Germany, ("QIAGEN") and you (either an individual or a
legal entity), the licensee of the software (hereinafter referred to as
"SOFTWARE").

[711 accept the terms in the License Agreement

Com) e

A

4. Read and accept the license agreement by clicking the checkbox and click Next.
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.
ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup =l

Virus and spyware check 44444

: 20000
Check system on virus and spyware QIAGEN

Confirm that your system has been checked with anti-virus and anti-spyware
tools. Your system must be virus and spyware free.

[] system is virus and spyware free

5. Confirm that your system is virus and spyware free by checking the corresponding check box
and click Next.

4] Gamma MDx Plug-in 1.0.0 for AssayManager Set

Custom Setup
Select the way you want features to be installed.

Click the icons in the tree below to change the way features will be installed.

Gamma MDx Plug-in 1.0.0 Installs the Gamma MOx Plug-in 1.0.0
=3 ~ | Update database schema for AssayManager

This feature requires 4407KB on your
hard drive.

Browse...

Disk Usage Back || Mext || cancel

6. Select the features to be installed.
Note: Do not deselect any features.

7. Click Disk Usage for an overview of the available and required disk space. Click OK to close
the window.

8. Click Next to proceed with the installation of the selected features.

9. Click Install to start the installation of the plug-in.
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-
ﬂ Gamma MDx Plug-in 1.0.0 for AssayManager Setup i

Installing Gamma MDx Plug-in 1.0.0 for AssayManager

Flease wait while the Setup Wizard installs Gamma MDx Plug-in 1.0.0 for AssayManager.

Status:

b

Wait until the installation process has finished.

-
‘ﬁ Gamma MDx Plug-in 1.0.0 for AssayManager Setup | Wl

Completed the Gamma MDx Plug-in
1.0.0 for AssayManager Setup Wizard

Gamma MDx Plug-in 1.0.0 for AssayManager has been
installed succesfully.

Enjoy working with Gamma MDx Flug-in 1.0.0 for
AssayManager.

If you have any questions concerning Gamma MDx Plug-in
1.0.0 for AssayManager setup, contact Gamma MDx Plug-in
1.0.0 for AssayManager QIAGEN Technical Services.

ncel

o
(51}
]
=8
]
=)
]
Qi

h

10.After the installation is completed, click Finish to close the window.

The installed plug-in is available affer a restart of Rotor-Gene AssayManager v2.1.

Related topics

“Configuring the installation of Rotor-Gene AssayManager v2.1,” page 32.
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Installing a plug-in on a computer using a central database server

As a prerequisite for this installation scenario, the plug-in is installed on a computer where the SQL

Server Express database was deselected during core application installation.

Note: The following installation of the Gamma MDx Plug-in is provided as an example for

installation of any plug-in.

1. Download the plug-in from the QIAGEN website.

Note: Checksum confirmation is required to secure software integrity after web download is
successfully completed and before subsequent handling of the software. Therefore, software
checksum verification is requested before installation of the downloaded plug-in is started. For
detailed information on confirmation of software integrity during download and file transfer,
please check the QIAGEN software integrity verification process description document, which
is provided together with the software package on the QIAGEN webpage. If you download
software from the QIAGEN website on a different computer to the one on which the software
is to be installed, please make sure that the flash drive you use to transfer the software is free
of viruses. QIAGEN strongly recommends you perform a virus scan using an up-to-date virus

scanner on the flash drive prior to use to avoid contamination.

2. Doubleclick RGAM_V2_1_Gamma_MDx_Plug-in.Installation.V1_0_0.msi to start the Gamma
MDx Plug-in setup wizard.

_‘@ Gamma MDx Plug-in 1.0.0 for AssayManager Setup EI_Iéj

Welcome to the Gamma MDx Plug-in
[e]s]s]e]e] 1.0.0 for AssayManager Setup Wizard
QIAGEN yHlanager sewp

The Setup Wizard will install Gamma MDx Plug-in 1.0.0 for
AssayManager on your computer. Click Next to continue or
Cancel to exit the Setup Wizard.

ack f Next | [ Cancel

h

3. Click Next to proceed.
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-
ﬂ Gamma MDx Plug-in 1.0.0 for AssayManager Setup i

End-User License Agreement

Please read the following license agreement carefully

QIAGEN’s Gamma MDx Plug-in for Rotor-Gene =
AssayManager® A

Software License Agreement

TERMS AND CONDITIONS of an LEGAL AGREEMENT (the
"Agreement”) by and between QIAGEM GmbH, QIAGEN Strasse 1, D-
40724 Hilden, Germany, ("QIAGEN") and you (either an individual or a

legal entity), the licensee of the software (hereinafter referred to as
"SOFTWARE").

[]1 accept the terms in the License Agreement

[ it ] [ Back ] mext

b

4. Read and accept the license agreement by clicking the checkbox and click Next.

r Y
ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup =l
Virus and spyware check 44444
Check system on virus and spyware aseee

Confirm that your system has been checked with anti-virus and anti-spyware
tools. Your system must be virus and spyware free.

[] system is virus and spyware free

5. Confirm that your system is virus and spyware free by checking the corresponding check box
and click Next.
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14l Gamma MDx Plug-in 1. |

Rotor-Gene AssayManager database server

Enter the connection for the Rotor-Gene AssayManager database server.

Database server name I

Database instance

IRGAMINSTANCE

Check database connection

b

6. Fill in the required parameters.

6a. If the remote database server is a computer with a local installation of Rotor-Gene
AssayManager v2.1, fill in the computer name and leave the instance name
(“RGAMINSTANCE") unchanged.

6b. If the database server is a SQL server, enter the customer database instance name
provided by your database administrator.

7. Click Next to start the installation of the plug-in.

-
ﬁ' Gamma MDx Plug-in 1.0.0 for AssayManager Setup s

Installing Gamma MDx Plug-in 1.0.0 for AssayManager

Flease wait while the Setup Wizard installs Gamma MDx Plug-in 1.0.0 for AssayManager.

Status:

Back Next

b

Wait until the installation process has finished.
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ﬁ Gamma MDx Plug-in 1.0.0 for AssayManager Setup EI_Ii:—hJ

Completed the Gamma MDx Plug-in
1.0.0 for AssayManager Setup Wizard

Gamma MDx Plug-in 1.0.0 for AssayManager has been
installed succesfully,

Enjoy working with Gamma MDx Plug-in 1.0.0 for
AssayManager.

If you have any guestions concerning Gamma MDx Plug-in
1.0.0 for AssayManager setup, contact Gamma MDx Plug-in
1.0.0 for AssayManager QIAGEN Technical Services.

h

8. After the installation is completed, click Finish to close the window.

The installed plug-in is available after a restart of Rotor-Gene AssayManager v2.1.
Related topics
“Configuring the installation of Rotor-Gene AssayManager v2.1,” page 32.

Uninstalling the Rotor-Gene AssayManager v2.1 software

Note: The uninstall process of the Rotor-Gene AssayManager v2.1 software will remove the core
application as well as all installed plug-ins. It is not possible to uninstall only a plug-in, as this will

create inconsistencies in the database and block further access to corresponding datasets.

Note: Close the application before uninstalling Rotor-Gene AssayManager v2.1. Otherwise

Rotor-Gene AssayManager v2.1 might not be uninstalled completely.

1. Select QIAGEN/Rotor-Gene AssayManager/Uninstall Rotor-Gene AssayManager from the

Windows Start menu.
windows Installer |

Are you sure you want to uninstall this product?

2. Click Yes to confirm that you want to uninstall the product.

The Windows installer program uninstalls the entire Rotor-Gene AssayManager v2.1 software.
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Anti-virus scanners

QIAGEN is aware of the threat that computer viruses cause to any computer that exchanges data
with other computers. Rotor-Gene AssayManager v2.1 software is expected to be primarily installed
in environments where local policies are in place to minimize this threat. However, QIAGEN
recommends the use of a virus scanner. The selection and installation of an appropriate virus
scanning tool is in the customer’s responsibility. However, QIAGEN has validated the Rotor-Gene
AssayManager with the QIAGEN laptop in combination with the following two virus scanners to

show compatibility:

® Symantec™ Endpoint Protection V12.1.6
® Microsoft Security Essentials V4.10.209"

Please refer to the product page on www.qiagen.com for the latest versions of anti-virus software

that have been validated in combination with Rotor-Gene AssayManager v2.1.

If a virus scanner is selected, make sure that it can be configured in a way that the database folder
path can be excluded from the scan. Otherwise, there is the risk of database connection errors. As
Rotor-Gene AssayManager v2.1 creates new database archives dynamically, it is required to
exclude the folder path to the files and not single files. We do not recommend the use of virus
scanners where only single files can be excluded, e.g. McAfee® Antivirus Plus V16.0.5. If the
computer is used in an environment without network access, please also make sure that the virus

scanner supports offline updates.

The selection of an appropriate virus scanning tool is the customer’s responsibility. To get consistent

results after installation of a virus scanner, a system administrator should ensure the following:

® As explained above, the database folder path of the Rotor-Gene AssayManager v2.1 needs
to be excluded from file scans which is as follows, depending on the MS SQL server version

which initially created the database:

o C:\Program Files\Microsoft SQL Server\MSSQL10_50.RGAMINSTANCE\MSSQL\DATA
o C:\Program Files\Microsoft SQL Server\MSSQL14.RGAMINSTANCE\MSSQL\DATA

e Updates to the virus database are not performed when the Rotor-Gene AssayManager v2.1 is

in use

® Please make sure that full or partial scans of the hard drive are disabled during realtime PCR
data acquisition. Otherwise there is a risk of adverse impact on the performance of the

instrument.

* After installation of “Microsoft Security Essentials”, you shall check that Windows updates are deactivated since the
installation might activate this setting (please read chapter “Operating system updates”).
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Please read the manual of your selected virus scanner for configuration details.
System tools

Many system tools may use significant system resources even without any user interaction. Typical

examples of such tools are:

e File indexing, which is performed as a background task by many contemporary office
applications

e Disk defragmentation, which often also employs a background task

® Any software that checks for updates on the Internet

® Remote monitoring and management tools

Note: Due to the dynamic nature of information technology products and systems, this list may be
incomplete. Tools may be released that are not known at the time of writing. It is important that
system administrators take care that such tools are not active on the computer while Rotor-Gene

AssayManager v2.1 is performing a PCR run.

Operating system updates

The laptop computers provided by QIAGEN is configured in a way that automatic updates to the
operating system are disabled. If your configuration is different, a system administrator must disable

any automatic updates to the operating system. This can be performed as follows.

1. Open the Control Panel and select Windows Update.
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P

—

-
() [E3'+ Control Panel » All Control Panel kems »

+ [ 42| [ Search Con... P

Adjust your computer’s settings

¥ Action Center

i Color Management
i Desktop Gadgets

M @ Ease of Access Center
Il *& HomeGroup

Internet Options

5 Network and Sharing Center
I B personslization
i Recovery
I & speech Recognition
[ Troubleshooting
I Bl Windows Defender
Y& Wireless Configuration Utility

Administrative Tools
Credential Manager
&5 Device Manager
Folder Options

&, Indexing Options
€2 Keyboard

33 Notification Area lcons

Phone and Modem
& Region and Language
® Sync Center

82, User Accounts

W Windows Firewall

g AutoPlay
% Date and Time
% Devices and Printers

1A Fonts

B) Intel(R) HD Graphics

Location and Other Sensors
5 Parental Controls
B Power Options

3 RemoteApp and Desktop Connections

8 System
&, Windows Anytime Upgrade
B Windows Mobility Center

View by:  Small icons =

& Backup and Restore

@ Default Programs

& Display

&l Getting Started

& Intel® Rapid Storage Technology
F Mouse

M Performance Information and Tools
Programs and Features

% Sound

| Taskbar and Start Menu

B Windows CardSpace

& Wmdm@Update

Windows Update
Check for software and driver

updates, choese automatic updating

settings, or view installed upd

ates.

Select Change settings.

=

— =
@\‘J-PLJ + Control Panel » All Control Panel lterns + Windows Update

~ [44][ search Con... p]

Control Panel Home
Check for updates
Change sett]
View updatﬁ;tory
Restore hidden updates
Updates: frequently asked
questions

fl

I

|
Seealso

Installed Updates
£, Windows Anytime Upgrade

Windows Update

performance.

Check for updates for your computer
Always install the latest updates to enhance your computer's security and

Most recent check for updates:
Updstes were installed:
You receive updates:

Check for updates

/8/2017 at 1:22 PM
/8/2017 at 2:23 PM. View updste history
For Windows only.

Get updates fer other Microsoft products, Find out more

@

3. Select Never check for updates.
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P

! v Control Panel » All Control Paneltems » Windows Update » Change settings ~[4s]]

h Con... P

Choose how Windows can install updates

When your computer is online, Windows can automatically check for important updates and install them
using these settings. When new updates are available, you can also install them before shutting down the
computer, I

How does automatic updating help me?

Important updates

a‘ [install updates automatically (recommended) -

Install updates sutomatically (recommended)

Download updates but let me choose whether to install them

Check for updates but let me choose whether to download and install them
Never check for updates (not recommended)

Give me recommended updates the same way [ receive important updates
Who can install updates

! [] Allow all users to install updates on this computer

Note: Windows Update might update itself automatically first when checking for other updates. Read our
privacy statement online.

(o ] (o)

4. Check that option Never check for updates is active.

G

| » Control Panel » All Control Panel ltems » Windows Update » Change settings

Choose how Windows can install updates

When your computer is anline, Windows can automatically check for important updates and install them
using these seftings. When new updates are available, you can also install them before shutting down the
computer, I

How does autematic updating help me?

Important updates
fl '\!3' [ever check for updates (not recommended) =
Install new updates: [Every day st [3:00 AM

Recommended updates

[7] Give me recommended updates the same way | receive important updates
Who can install updates
| [ Allew all users to install updates on this computer

Note: Windows Update might update itself automatically first when checking for other updates. Read our
privacy statement online.

In case updates are required due to uncovered security vulnerabilities, QIAGEN provides
mechanisms to install a defined set of validated Windows security patches either online (if an
infernet connection is available on the QIAGEN laptop), or as offline package, prepared on a

separate computer with internet connection.
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Please visit the product page on www.qiagen.com for more information.

To maintain the highest level of system security, you can be notified when a new release of the
QIAGEN System Updater is available. Register at
https://go.qiagen.com/QIAGENSystemUpdaterSignUp to receive updates regarding the QIAGEN
System Updater. If you choose not to register, email notification of updates will be sent to the

contacts QIAGEN has listed for your account.

Once registered, QIAGEN will send you an email when a new release of the QIAGEN System

Updater is available for download.
Firewall and networks

Rotor-Gene AssayManager v2.1 can run on computers without network access, if the database is
located on the same computer that controls the Rotor-Gene Q MDx instrument, or can run in a
network environment, if a remote database server is used. For networked operation, the firewall on
the laptop computer provided by QIAGEN is configured in a way that inbound traffic is blocked

for all ports except those ones required fo establish a network connection.

Please note that blocking incoming connections does not affect responses to requests triggered by
the user such as updating anti-virus definition files, or connecting Rotor-Gene AssayManager v2.1
to the centralized database server. Outgoing connections are allowed as this may be required for
retrieving updates or when Rotor-Gene AssayManager v2.1 is configured to work with a centralized
database server. For security and reliability reasons in such cases, a cable-based local area

networks instead of wireless network connections should be used.

Firewall configuration

If your configuration is different, QIAGEN recommends you configure the firewall in the same way
as described above. To this end, a system administrator has to login and has to perform the

following steps.

1. Open the Control Panel and select Windows Firewall.
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http://www.qiagen.com/

By =)

CHES =T » ContolPanl b Controt Panel s »

- ] &, ll Search Con

Adjust your computer’s settings

> fction Contes ) Ademntrate Took
IR Color Management B Credential Marager
[ Deskrop Gadgets B Device Minager

l & £ase of Access Conter I Folser Giptions
o} HomeGroup & Indesing Optiens
57 bternet Dty 2 Kybaed
48 Metwork and Sharing Center 3 Motification Area loons
¥ Pesanabication =l Phome and Modem
& Recovery & Regeon and Language
§ Spesch Recognitien ) Syne Center

| (8 Troubleshocting B User Accounts.
B ‘Windows Defender o Windows Figowsd
I Wirebess Configuration Uity

Windows Fitewall

proteet yous computer from hatken

Set firgwall securiy options to help
Lmi akcicus softwice.

g bl
 Date and Time
o Devices and Pristers
A Fonts
1B toel(F) HD Graphics
8 Location and Other Seniors
8 Purentsl Controls
& Powes Ogtions
3 Remaoteapp and Desktop Conmections
18 Syztem
BY, Windiu Anytene Upgrads
W Windows Mobdity Center

View by:

Hp Backup and Revtean

@ Dedauht Pragrams

B Display

5 Getting Started

W Inted® Rapid Storage Technology
F Miue

B Perfzemance Infcemation and Took
1B Programs and Festures

% Sound

LI Taskbar and Star Menu

B windoas CardSpace

A Windows Update

Sl icons =

2. Select Use recommended seftings.

@'@oll + Control Panel » All Conteol Panellbems. » Windows Farmall

Comr Pare o Help protect your computer with Windaws Firewall
Al a progeam oi festure Windows Frewall e i ¥ "
thevagh Windows Firewall theough the Iteme o 8 retwark. o
) Change natifscation settings Mo deoes a firewall help protect my computer? |
L :«mwrmu or Wt e network locations?
| & Restors defauts Upekat your Firmorall unttings
W Advanced setings il is not using
arits b protect " y
= e i b protect your eesmgnber
What are the recommended settings!
l Q Home or work (private) networks Not Cannected (%)
‘ l '@ Public networks Connected () 1
: G '
Windewe Fueewall tate: o#
Ingeeming conmectaans: Rlock Per—
it of allcwed piograms
Active public petwarks: Nane
Hotfication states Hiotify mié when Windows Firewall blo<ks & new
program
Action Center
Hetwork and Sharing Center
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3. Check that the following settings are active:

@C‘,-!‘ » Control Panel » All Control Panel ltems » Windews Firewall

Contrel Panel Home " . .
otk Help pratect your computer with Windows Firewall
Allgw & program o festure Windows Faewall can hackers oo malk gainang access bo your computer
thraugh Windaws Firewal through the Intemet ar a metwork.
% Change natification settings How dees a firewall help protect my computer! '
B Turm Wanderws Fewaall en or What aee netwerk locations?
off
tnri - -
W Restore delauts . a Hame or wark (private) netwarks Mot Connected (4
# Advanced settings Metwarks at hoene oo wark wheee you knoe and tint the people arnd deaces an the nebwark
| Troubleshoot my netwerk
Windaws Ferewall state an
Incorming connections: Block #ll connections to programs that are not on the
Tist of #llowed programs I
' Active home o work (private] networice Nene
MNotfwation state Moty me when Windows Firewall blocks & new
pregram
"
' . @ Public networks Connected (&
Hetworks in public places such as avponts or coffee shops
Windows Frewall state On
Incoming connections: Block # connections to pregrams that see net on the
it o allcwed presgean
Active public networks: Heme
Hotification state Motify me when Windows Firewsll blocks » new
pregram

Action Center

Metwork and Sharing Center

Exception in the firewall configuration

If you use a stand-alone computer that is connected o a network and you want to install Rotor-Gene
AssayManager v2.1 on another computer to connect to the first (see “Configuration for Windows
security”, page 26), a system administrator must create an exception in the firewall configuration.

This exception can be created by executing the following steps.

1. Select SQL Server Configuration Manager from the start menu.

i Meda Contes
St Meda Playe:
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2. Select Protocols for RGAMINSTANCE which is a sub-item of SQL Server Network
Configuration.

[& Sql Server Cenfiguration Manager

[E=RIEN >
File Action View Help
e |5|Ed=H

48 QL Server Configuration Manager (Local)

Protocol Name Status
B QL ServerServices Y SharedMemory  Enabled
. 5QL Server Network Configuration (32bit) )

% Named Pipes Disabled

» 2 SQL Native Client 10.0 Configuration (32bit)
= Y TCP/P Enabled

4 [ sQL Server Network Configuration VIR Diosbled

[E= Protocols for RGAMINSTANCE | LR sable

» B SQL Native Client 104 onfiguration

3. Hover over TCP/IP, right-click, then select Properties from the context menu.
Sql Server Configuration Manager

[E=SEE ==
File Action View Help
= | xEB=H

8 5L Server Configuration Manager (Local) Protocol Name Status
[ 5L Server Services % Shared Memory  Enabled
B 5L Server Network Configuration (32bit) 4 Named Bipes Disabled

» 2 QL Native Client 10.0 Configuration (32bit) 3

a4 H 5QL Server Network Configuration
EF Protocols for RGAMINSTANCE
» 2 QL Native Client 10.0 Configuration

Enable
Disable

Properti

Help

Opens the properties dialog box for the current selection.
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4. Remove the random number at TCP Dynamic Port if this is predefined and add the SQL-
standard port 1433 at TCP Port. If this port is in use, you can use any other unused port.

-
TCR/IP Properties ——

[ER=c)

Bl 1pg -
Active Yes
Enabled Mo
IP Address 127.001
TCP Dynamic Ports 0
TCP Port
B 1ps
Active Yes
Enabled Mo A
IP Address fed0::5efe:10.100.56.85%28
TCP Dynamic Ports 1]
TCP Port =
B pan
TCP Port 1433
TCP Dynamic Ports
BElank, if dynamic ports are not enabled. To use dynamic ports, set to
[ ok J[ Cance [ ey |[ Hep |

Press OK, open the Control Panel and select Windows Firewall.

:EIQ

OL) [E3 + Control Panel » All Control Panel ltems »

+ 42| Search Con.. P

Adjust your computer’s settings

¥* Action Center

i Color Management
& Deskiop Gadgets

@ Ease of Access Center
% HomeGroup

Internet Options

5¥ MNetwork and Sharing Center
B personalization

i Recovery

& Speech Recognition

[ Troubleshooting

i Windows Defender

b %@ Wireless Configuration Utility

(g AutoPlay

9 Date and Time

Administrative Tools

Bl Credential Manager
&% Device Manager
Folder Options JA Fonts

Intel(R) HD Graphics

Location and Other Sensors

& Parental Controls

33 Power Options

% RemoteApp and Desktop Connections

&% Devices and Printers

& Indexing Options

2 Keyboard

3 Notification Area lcons
[ Phone and Modem
& Region and Language
@) Sync Center

82, User Accounts

18 System
£, Windows Anytime Upgrade
8 Windows Mobility Center

o Windows F\rwl\

Windows Firewall
Set firewall security options to help
protect your computer from hackers
and malicious software.

View by:

¥ Backup and Restore

(@ Default Programs

B Display

& Getting Started

& Intel® Rapid Storage Technology
F Mouse

B Performance Information and Tools
Programs and Features

& Sound

| Taskbar and Start Menu

B Windows CardSpace

ET Windows Update

Small icons ™
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6. Select Advanced settings.

:.Elg

@Qv|0 » Control Panel »

All Control Panel fems » Windows Firewall

~ [ 44 ][ Search Con... P

Control Panel Home

Allow 2 program or feature

through Windows Firewall
)l Change notification settings

) Turm Windows Firewall on or
off

) Restore defaults

&) Advanced setfings
Tmumesnooﬁynmmk

Seealso
Action Center
Network and Sharing Center

Help protect your computer with Windows Firewall

Windows Firewall can help prevent hackers or malicious software from gaining access to your computer

through the Internet or  netwark.

How does a firewall help protect my computer?

What are network locations?

. @‘ Public networks

Home or work (private) networks

Netwaorks in public places such as airports or coffee shops

Windows Firewall state:

Incoming connections:

Active public networks:
Notification state:

On

Not Connected V

Connected "

Block all connections to programs that are not on the

list of allowed pragrams

Nene

Notify me when Windows Firewall blocks a new

program

@

7. Open Inbound Rules.

@ Windows Firewall with Advanced Security

File Action View Help

& A0l ol NEY

ﬂ ‘Windows Firewall with Advance
Inbound Ruﬁs
3% Outbound Rasles

E’.__ Connection Security Rules
> ‘-ﬂ Maonitoring

4 m »

Inbound Rules
iR

Mame

@ EranchCache Content Retrieval (HTTP-In)
.BranchCache Hosted Cache Server (HTT..
@ BranchCache Peer Discovery (WSD-In)
.Connact to a Network Projector (TCP-In)
@ Connect to a Network Projectar (TCP-In)
@ Connect to a Network Projector (WSD Ev...
@ Connect to a Network Projectar (WSD Ev...
@ Connect to a Network Projectar (WSD Ev...
.Connact to a Network Projector (WSD Ev...
@ Connect ta a Network Projectar (WSD-Tn)
(@ Core Networking - Destination Unreacha...
(@ Core Networking - Destination Unreacha...
(@ Core Networking - Dynamic Host Cenfig
@Core Netwerking - Dynamic Host Config...
(@ Core Networking - Internet Group Mana...
@Core Metwoerking - IPHTTPS (TCP-In)

(@ Core Networking - IPv6 (IPu6-In)

(@ Core Networking - Multicast Listener Do...
@Core Netwerking - Multicast Listener Qu...
(@ Core Networking - Multicast Listener Rep...
@Core Metweorking - Multicast Listener Rep...
(@ Core Networking - Neighbor Discovery A...
(@ Core Networking - Neighber Discovery S...
@Core Networking - Packet Too Big (ICMP...
(@ Core Networking - Parameter Problem (1.
@Core Metwerking - Router Advertisement...
(@ Core Networking - Router Solicitation (IC...
(@ Core Networking - Terede (UDP-In)
@Core Netwerking - Time Exceeded (ICMP...
@ Distributed Transaction Coordinator (RPC)
.Dlstnbutad Transaction Coordinator (RPC)
@ Distributed Transaction Coordinator (RP...
4 I, ]

Group

BranchCache - Content Retr...
BranchCache - Hosted Cach...
BranchCache - Peer Discove...
Connect to a MNetwork Proje...
Connect to s Network Proje...
Connect te a Network Proje...
Connect to s Network Praje...
Connect to a Network Praje...
Connect to a MNetwork Proje...
Connect to a Network Praje...
Core Networking

Core Networking

Core Netwerking

Core Networking

Core Networking

Core Networking

Core Networking

Core Netwerking

Core Networking

Core Networking

Core Networking

Core Networking

Core Netwerking

Core Metworking

Core Networking

Core Networking

Core Networking

Core Netwerking

Core Metworking

Distributed Transaction Coo...
Distributed Transaction Coo...
Distributed Transaction Coo...

Profile
All
All
All

Domain

mn

Private..

Domain
Private..,
Domain
Private...
All

All

All

All

All

All

All

All

All

All

All

All

All

All

All

All

All

All

All

All
Private...
Demain
Domain «~

C

Actions

Inbound Rules
W@ NewRule..
W Filter by Profile
7 Filter by State
T Filter by Group
View
|G| Refresh
|= Export List...

=

Help

v v v v
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8. Select New Rule... from Actions on the righthand side.

ﬂ Windows Firewall with Advanced Security
File Action View Help
Sl !
@ Windows Firewall with Advancd B et LT 0 Actions
Inbound Rul -
M — MName Group Profile * || Inbound Rules
&% Outbound Rules | ==
B4 Connection Security Rules || @ BranchCache Content Retrieval (HTTP-In)  BranchCache - Content Retr... Al i@ NewRule..
» %, Monitoring @ BranchCache Hosted Cache Server (HTT... BranchCache - Hosted Cach... Al T Filter bidofile N
.BranchCache Peer Discovery (WSD-In) BranchCache - Peer Discove..  All E -
@ Connect to a Network Projector (TCP-In)  Connect to a Network Proje..  Domain Filter by State e
.Connact to a Network Projector (TCP-In)  Connect to a Network Proje...  Private.., ¥ Filter by Group 4
@ Connect to a Network Projector (WSD Ev... Connect to a Network Proje.. Domain View »
.Cunnact to a Network Projector (WSD Ev...  Connect to a Network Proje..  Private.., o Refresh
G res|
.ConnecttoaNetwork Projector (W5D Ev... Connectto a Network Proje..  Domain = i
@ Connect to a Network Projector (WSD Ev... Connect to a Network Proje...  Private.., || L[5 BxportList..
.Connact to a Network Projector (WSD-In)  Connect to a Network Proje..  All Help
(@ Core Networking - Destination Unreacha... Core Networking All
(@ Core Networking - Destination Unreacha... Core Networking Al
@Core Netwerking - Dynamic Host Config.. Core Networking All
(@ Core Networking - Dynamic Host Config... Care Networking All
@Core Metwerking - Internet Group Man Core Networking All
(@ Core Networking - IPHTTPS (TCP-In) Core Networking All
(@ Core Networking - IPv6 (IPv6-In) Core Networking All
@Core Networking - Multicast Listener Dew..  Core Networking All
(@ Core Networking - Multicast Listener Qu... Care Networking All
@Core Networking - Multicast Listener Rep... Core Networking All
(@ Core Networking - Multicast Listener Rep... Core Networking All
(@ Core Networking - Neighbor Discovery A... Core Networking All
@Core Networking - Neighbor Discovery Core Networking All
(@ Core Networking - Packet Too Big (ICMP... Care Networking All
(| @Core Networking - Parameter Problem (I..  Core Networking All
(@ Core Networking - Router Advertisement... Care Networking All
(@ Core Networking - Router Solicitation (IC... Core Networking All
(@ Core Networking - Teredo (UDP-In) Core Networking All
(@ Core Networking - Time Exceeded (ICMP... Care Networking All
.Dl:trlbutad Transaction Coordinator (RPC) Distributed Transaction Coo... Private...
.Di;trihutad Transaction Coordinator (RPC)  Distributed Transaction Coo...  Domain
.Dlstnbutad Transaction Coordinator (RP...  Distributed Transaction Cee.. Domain -
< m v || . I »
New Rule...
9. Select type Port and press Next.
P New Inbound Rule Wizard | |
Rule Type
Select the type of firewall rule to create I
Steps:
& Rule Type What type of rule would you like to create?
@ FProtocol and Ports
@ Action ) Program
o Prefie Rule that cortrols connections for a program i
@ Name @ Port |
Rule that cortrols connections for a TCP or UDP port:
") Predefined: fl

BranchCache - Contert Retrieval (Uses HTTF) [

Rule that controls connections for 3 Windows experience.

*) Custom
Custom rule.

Leam more about nule tvpes

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019



10.Select TCP and define the specific local port 1433 corresponding to the database. If you have
defined a different port in step 4, enter this port. Press Next.

@ New Inbound Rule Wizard bS
Protocol and Poris
Specify the protocols and ports to which this nule appliss
Steps:
@ FRue Type Dioes this nule apply to TCP or UDP?
@ Protocol and Ports @ TCP
@ Adlion ) upbP
@ Profile
i
@ fame Dioes this nule apply to all local ports or specific local ports?
1 All local ports
o Specific local ports: 1433
Example: 80. 443, 5000-5010
Leam more aboutt protocol and ports
[ <Back J[ Net> ][ Cancel
. " "
11.Select Allow connection and press “Next".
@ NewInbound Rule Wizard [
Action
Specify the action to be taken when a connection matches the conditions specified in the rule
Steps:
@ FRue Typs What action should be taken when a connection matches the specified conditions?
@ Protocol and Farts B
@ Allow the ion
@ Action R g )
This includes cor ions that are protected with IPsec as well as those are not.
@ Profile
" (") Allow the connection if it is secure
@ Heme This includes orly connections that have been autherticated by using IPsec. Connections
will be secured using the seffings in IPsec properties and nules in the Connection Security
Rule node:

) Block the connection

Leam more about actions

[ <Back J[ Mea> ][ Cancel
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12.Check Domain, Private and Public and press Next.

. —
@ New Inbound Rule Wizard - - ==
Profile
Specify the profiles for which this rule applies.
Steps:
@ Rule Typs ‘When does this nule apply?
@ Protocol and Ports
@ Action Domain
 Profie PApplies when a computer is connected to its corporate domain |
@ Name Private I
Applies when a computer is connected to a private network location

Public fl
Applies when a computer is connected to a public netwark location. |

Leam more about profiles

[ <Back J[ mea> ][ cancel

13.Define a name for the rule, e.g. “Database Inbound Connection TCP” and press Finish.

ﬂ MNew Inbound Rule Wizard —— — ﬂ

Name

Specify the name and description of this rule:

Steps-
Rule Type

[

Protocol and Ports
Action
Name

Profile
Database Inbound Connection TCP
Name (|

.

.

[

[

Description {optional);

[ <Back |[ Fmsh ][ Cancel
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14.After the creation of the rule for the TCP protocol, you must define another rule for UDP which

is set to port 1434 per default. Select again New Rule... from Actions.

@ Windows Firewall with Advanced Security

el

File Action View Help

|

B Inbound Rules Marme Group - Profile || Inbound Rules =
&3 Outbound Rules .
B4 Connection Security Rules || @ 8ranchCache Content Retrieval (HTTP-In) - BranchCache - Content Rer... Al @ NewRule..
> B, Monitoring @ BranchCache Hosted Cache Server (HTT... BranchCache - Hosted Cach... Al F Filter b;tjuﬁ\e N
.Bran(hCa(hE Peer Discovery (WSD-In) BranchCache - Peer Discove... Al E
.Connact to a Network Projector (TCP-In)  Connect to a Network Proje..  Domain W Filter by State 4
] )
@ Connect to a Network Projectar (TCP-In)  Connect to a Network Proje...  Private..| ||| T Filter by Group 4
@ Connect to a Network Projector (WSD Ev... Connect to a Network Proje..  Domain View » |
@ Connect to a Network Projector (WSD Ev... Connect to a Network Proje...  Private.. || Retresh
@ Connect to a Network Projector (WSD Ev... Cannectto @ Network Proje.. Domain || o o
@ Connect to a Network Projector (WSD Ev... Connect to a Network Proje...  Private... | Bxport List.. I
@ Connect to a Network Projectar (WSD-In)  Connect to a Network Proje... Al Help |
(@ Core Networking - Destination Unreacha... Core Networking Al |
(@ Core Networking - Destination Unreacha... Core Networking All
(@ Core Networking - Dynamic Host Config... Core Networking All '
@Core Netwerking - Dynamic Host Config... Core Networking All
(@ Core Networking - Internet Group Mana... Care Networking All
@Core Metwoerking - IPHTTPS (TCP-In) Core Networking All
(@ Core Networking - IPv6 (IPv6-In) Core Networking All
(@ Core Networking - Multicast Listener De...  Core Networking All
@Core Networking - Multicast Listener Qu... Core Networking All
(@ Core Networking - Multicast Listener Rep... Care Networking All
@Core Metweorking - Multicast Listener Rep... Core Networking All
(@ Core Networking - Neighbor Discovery A... Core Networking All
(@ Core Networking - Neighbor Discovery S... Core Networking All
@Core Networking - Packet Too Big (ICMP... Core Networking All
I (@ Core Networking - Parameter Problem (I.. Care Networking All
@Core Metworking - Router Advertisement... Core Networking All
(@ Core Networking - Router Solicitation (IC... Core Networking All
(@ Core Networking - Teredo (UDP-In) Core Netwerking All
@Core Networking - Time Exceeded (ICMP... Core Networking All
.Diitrihutad Transaction Coordinator (RPC)  Distributed Transaction Coo..  Private..,
.Dlstnbutad Transaction Coordinator (RPC) Distributed Transaction Coo.. Domain
.Di;tributed Transaction Coordinator (RP...  Distributed Transaction Coo.. Domain -
4 [ NN I ] b
New Rule...

15.Select Port and press Next.

@ New Inbound Rule Wizard

Rule Type

Steps:

Rule Type
Protocol and Ports
Action

Profile

« & & & &

Name

Select the type of firewall rule to create

What type of nile would you like to create?

) Program

Rule that cortrols connections for a program

%Hule that cortrols connections for a TCP or UDP port.

) Predefined:

BranchCache - Contert Retrieval (Uses HTTP)

Rule that controls connections for a Windows experience:

~) Custom
Custom nle

Leam more about nile types

< Back Next >
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16.Select UDP, define the specific local port 1434 and press Next.

17.

@ New Inbound Rule Wizard

Protocol and Ports

Specify the protocols and ports to which this rule applies.

Steps:

@ Rule Typs Does this rule apply to TCF or UDP?
@ Protocol and Ports @ TCP

@ Action @ UDP

@ Profile

@ Name

Dioes this nule apply to all local ports or specific local ports?

) All local ports

@ Specific local ports: 1434

Leam more about protocol and ports

Example: 80, 443, 5000-5010

[ <Back

J[hetz ]

Caneel

Select Allow the connection and press Next.

ﬂ New Inbound Rule Wizard

Action

Specify the action to be taken when a connection matches the conditions specified in the rule

Rule node.

") Block the connection

Leam more about actions

Steps-
@ FRus Typs ‘What action should be taken when a connection matches the specified conditions?
@ Protocal and Ports )

) @ Allow the connection
L) SR This includes connections that are protected with IPsec as wel as those are not
@ Profile .

1 Allow the connection if it is secure

@ Name

This includes only connections that have been authenticated by using IPsec. Connections
will be secured using the settings in IPsec properties and rules in the Connection Security

[ <Back ]Lf;m> | [ cancel
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18.Check Domain, Private and Public and press Next.

@ New Inbound Rule Wizard

Profile
Specify the profiles for which this rule applies.

Steps:

@ Rule Type ‘When does this rule apply?

@ Protocol and Ports

@ Action Domain

& Profile Applies when a computer is connected to its corporate domain I
@ Name Privale

Applies when a computer is connected to a private network location

Public
Applies when a computer is connected to a public netwark location.

Leam more about profiles

[ <Back [ met> ][ cancel

19.Define a name for the rule, e.g. “Database Inbound Connection UDP” and press Finish.

=

@ New Inbound Rule Wizard - - -

Name

Specify the name and description of this e

Steps-
@ Rule Type
@ Protocol and Ports

@ Action
Name

@ Profile

Database Inbound Connection UDP
@ Name
Description {optional); Ml

[ <Back |[ Fmsh ][ Cancel

Disabling the Wi-Fi adapter

For security and reliability reasons cable-based network access instead of Wi-Fi shall be used. The
laptop computers that are provided by QIAGEN have a disabled Wi-Fi adapter. If your
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configuration is different, a system administrator must disable the Wi-Fi adapter manually which

can be done by the following steps.

1. Open the Control Panel and select Network and Sharing Center. (On Windows 10, search for

Control Panel to open it.)

:.Elg

@uv@ + Control Panel » All Control Panel ltems »

~ [ 44 ][ Search Con... P

Adjust your computer's settings

¥ Action Center ] Administrative Tools

K Color Management Credential Manager
i Desktop Gadgets &4 Device Manager
@ Esce of Access Center Folder Options
|| *& HomeGroup & Indexing Options

€2 Keyboard

Internet Options

S Network and Sharing fhenter O3 Notification Area Icons

I B personslization Network and Sharing Center em
P Recovery oo seing and st prieences [9479°
M & Speech Recognition | for sharing files and printers.
[ Troubleshooting #2, User Accounts
B Windows Firewall

| B Windows Defender
& Wireless Configuration Utility

View by:  Small icons *

[E3 AutoPlay b Backup and Restore
%5 Date and Time @ Default Programs
% Devices and Printers | Display

A Fonts 4 Getting Started

Intel(R) HD Graphics

& Intel® Rapid Storage Technology

Location and Other Sensors F Mouse

8 Parental Controls
B Power Options

M Performance Information and Tools

[& Programs and Features

%3 RemoteApp and Desktop Connections & Sound

18 System

&, Windows Anytime Upgrade
I8 Windows Mobility Center

|L Taskbar and Start Menu
B windows CardSpace

] Windows Update

Select Change adapter settings.

:EIQ

G-

» Control Panel » All Control Panel ltems b Metwork and Sharing Center

+ 42| Search Con.. P

Control Panel Home

View your active netwaorks

See also
HomeGroup
Intemet Options

Windows Firewall

Manage wireless networks 1

9 1A ®
Change adapter settings QIAGEN-PC
Changeadvan:ed?&armg (This computer)

settings

Internet

View your basic network information and set up connections

See full map

Connect to a network

‘You are currently not connected to any networks.

fl
Change your networking settings

| 4G Set up a new connection or network

=" Setup a wireless, broadband, dial-up, ad hoc, or VPN connection; or set up a router or access point.

Wi Connectto 2 network
I Connect or reconnect to a wireless, wired, dial-up, or VPN network connection.
f @y Croose homegraup and sharing options

Access files and printers located on other network computers, or change sharing settings.

! [ Troubleshoot problems

Diagnose and repair network problems, or get troubleshooting infarmation.

(]
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3. Hover over Wireless Network Connection, rightclick, and select Disable from the context

menu.

:EIQ

@u-@‘ » Control Panel » Network and Intemet » Network Connections » + 42| Search et o]
Organize » Connect To Disable this network device Diagnose this cennection Rename this connection Change settings of this connectien - M @
Local Area Connection Wireless Network Connection |
Network cable unplugged | Not con @) Disable
Intel(R) Ethernet Connection 217-V 3§ Broadcol -
] Connect/ Disconnect i
Status
Diagnese
I % Bridge Connections
| Create Shortcut
Delete I
% Rename
I & Properties
|
f
4. Check that the Wireless Network Connection is disabled.
= | B ]
@'\)d@ » Control Panel » Network and Intemet » Network Connections » ~ [#4 ][ Search N
Organize = -

Wireless Network Connection
Disabled
dﬂﬂ Broadcom BCM943228HMB 802.1...

Local Area Connection
M Network cable unplugged
$ @ Intel(R) Ethernet Connection D217
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First login

After successful installation or an update of Rotor-Gene AssayManager v2.1, the system

administrator needs to log in for a first configuration of the software.

1. Enter user ID “admin” and password “admin”.
2. Select an appropriate mode (Closed Mode or User Defined Test Mode) and confirm with OK.
3. Change the default password to a new, secure password.

The Settings tab in the Configuration environment will be opened.

Note: All users who do not have the “Administrator” role can ask the administrator to reset the
password. If the administrator forgets the administrator password, QIAGEN Technical Services must

be contacted to reset the password requiring an on-site visit by a QIAGEN service engineer.

Note: It is strongly recommended to create at least one additional user account, without an
“Administrator” role, at first login. If a single user of Rotor-Gene AssayManager v2.1 aggregates
different user roles including the "Administrator" role, there is a high risk that access to the software

will be completely blocked if this user forgets the password!

Note: The administrator after installation does not have the access rights for the Setup environment.

This environment can be accessed by users with the role “Operator”.
Related topics

“Logging in and logging out” page 230.
“User management” page 87.
“Setup Environment,” page 117.

“Configuration Environment,” page 192.
License key file
A license key file is required to run Rotor-Gene AssayManager v2.1. Create and submit the key file

to QIAGEN to obtain a license before the application can be used productively. Consult

www.qiagen.com/Products/Rotor-GeneAssayManager_v2.1.aspx for contact information.
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There are 2 types of licenses available:

@ The trial license

The trail license is limited to a certain period of time. It can be used on any computer where
Rotor-Gene AssayManager v2.1 is installed.

e The regular license
The regular (perpetual) license can only be used with a dedicated computer. It cannot be
transferred between computers. The customer creates a file containing information which

clearly identifies the computer. This information is incorporated into the “license key” which is

sent back.

Note: An independent license key is necessary for each computer with Rotor-Gene AssayManager
v2.1 installed.

License key generation

After Rotor-Gene AssayManager v2.1 is installed, the following information regarding a necessary

license is displayed.

® Information

No license or expired license available.
Check ‘License’ in ‘Help’ menu. (790005)

The appropriate dialog for handling the licenses is reachable via the License entry in the Help menu

as stated in the “missing license” dialog. Click OK to close the window.
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@ License

1. Creste & new license key by pressing "Generate key file "

2. Submit the key file to QIAGEN. For contact information consult
www. giagen com/Py t yManager_¥2_1 aspx

3. Select the "Browse .." button fo navigate fo the license fie.

| Generate keyfiie.. |—4 Y

License file

W:RGAM_License_20160420_013223 friall | Browse .. 1A
Messages

@ Trial license expires in 21 days. (790008)

Create a license file via the Generate key file button () for each computer on which Rofor-Gene

AssayManager v2.1 has been installed and submit it to QIAGEN to receive a license key.
License key loading

After receiving your computer-specific Rotor-Gene AssayManager v2.1 license key from QIAGEN,
select the License entry in the Help menu and click on Browse (] to load the provided license file.
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Basic Concepts and General Software Usage

In the following chapter the concepts and the general software usage of Rotor-Gene AssayManager

v2.1are described.
Environments
Rotor-Gene AssayManager v2.1 contains different environments.

Overviews of access rights to these environments for different user roles can be found in “User

roles,” page 88.
You can switch fo another environment by clicking the appropriate button in the main toolbar. The

icon of the currently active environment is highlighted with white font and a blue gradient

background color.

Environment Description

Used for creation, management and application of work lists.

Used to search for unreleased assays and for the release of

dedicated runs. Experiment reports are created on release of run.

Used to search for fully released experiments and to generate

experiment reports.

Used to access the audit trail.

Used to adjust the settings of Rotor-Gene AssayManager v2.1.

Configuration

Used to stop or finish a run and to release a cycler after a run is

finished.
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First configuration

Before Rotor-Gene AssayManager v2.1 can be used, the creation of user profiles and the
registration of one or several Rotor-Gene Q MDx cyclers in the Configuration environment are

essential.

For details about these tasks refer to:
“Managing users,” page 277.

“Managing cyclers,” page 272.
Concepts

Rotor-Gene AssayManager v2.1 uses multiple concepts to facilitate tasks and processes. The

following topics describe these concepts in detail:

® Modes

® User management

® Session management

® Rotor-Gene AssayManager v2.1 and other QIAGEN products

e Clarification of terms “experiment” and “assay”
Modes

Rotor-Gene AssayManager v2.1 can be operated in 2 separate modes of operation with separate

individual characteristics:
e Closed mode
® User Defined Test mode (UDT mode)
Note: The UDT mode is not intended for use with FDA cleared or approved nucleic acid tests.

Note: For usage of the User Defined Test Mode (UDT mode) functionalities, a compatible UDT
mode plug-in is required to be installed. A login in UDT mode without installation of the
corresponding plug-in will give you no access to administrative tasks and you will not be able

to perform experiments or analysis.
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Closed mode

The Closed mode is used for assays that have been created and validated by QIAGEN. These
assays can only be modified by QIAGEN. In Closed mode, assays are run and analyzed without

the permission to modify the corresponding assay profiles.

The analysis in Closed mode includes core analysis, assay and sample analysis, and depending

on plug-in, also a fully automatic data scan (AUDAS).
To run and analyze an assay in Closed mode a corresponding closed mode plug-in is required.
The mode is selected from the Rotor-Gene AssayManager v2.1 login screen. The login screen

contains 2 fields to enter the user ID and the password, as well as an additional drop down menu

to select the mode of operation.

[ Rotor-Gene AssayManager ‘ == = |

= e &

Cycler 1 Cyeler 2 Cycler 3

Rotor-Gene AssayManager

User ID
[l

Password

Mode §
| closea v |

Closed |
User Defined Test

I —

After the user has logged in, the selected mode is displayed in the status bar:
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Rotor-Gene AssayManager Rotor-Gene AssayManager

» ¥ B

File Help File Help

» Y B

Setup  Approval  Archive Setup  Approval  Archive

Seftings User Cycler Setfings User Cycler

| 1
! i lilserDeﬁned Test Mode ! a (“Iosed Mode

UDT Mode Closed Mode

Note: The UDT mode is not intended for use with FDA cleared or approved nucleic acid tests.

User management

User interactions with the system must be assignable to an individual person. Therefore, each user
must log in before the Rotor-Gene AssayManager v2.1 software can be used. After finishing work

the user should log out or lock the application.

A role must be assigned to every user. It is also possible to assign multiple roles to a single user.

The following properties are stored in the database for a user:

® First name
® Last name
e User D

® Password

® Role(s)
Related tasks

“Creating a user profile,” page 278.
“Changing user profile seftings,” page 279.

® Changing name/last name
e Changing password
e Changing role

“Activating/deactivating a user profile,” page 280.

“Setting password policies and auto-lock timer,” page 282.
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User roles

Different Rotor-Gene AssayManager v2.1 functions can only be accessed by users with certain

roles. All available user roles and their permissions are listed in the following table:

Role Description

Administrator The administrator has permissions to:

e configure the system
® manage users
e create and edit report profiles

® manage archives

Assay Developer The assay developer has all necessary permissions fo create an

assay profile in UDT mode.

Note: The assay developer has no permissions to create or
modify assay profiles for FDA cleared or approved nucleic acid

tests in Closed mode.

Operator The operator has permissions necessary fo:

® create a work list
e apply the work list

e view the analysis results
The operator cannot release assay results.

Approver The approver is the only user with permissions to release

assay results.

Super User The super user has all available permissions of all available
rules as a convenient way to grant all permissions to one user,

i.e., Administrator, Assay Developer, Operator and Approver.

The following actions can be performed by every role:
e logging in and logging out (page 230)

® locking and unlocking (page 234)

e Changing user profile settings (page 279)
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The following tables give an overview about permissions of the different user roles in the different

environments.

Setup environment

Task Description Admin* Op* Ap* Su*
Access Setup User can enter the Setup . _ .
environment environment
Apply runs User can apply runs in the _ . _ .
Setup environment
* Admin: Administrator; Op: Operator; Ap: Approver; SU: Super User
Approval environment
Task Description Admin* Op* Ap* Su*
Access Approval User can enter the . . . .
environment Approval environment
Release test results  User can release test
results in the Approval - - + +
environment
Create support User can create support
package packages in the Approval + + + +
environment
* Admin: Administrator; Op: Operator; Ap: Approver; SU: Super User
Archive environment
Task Description Admin* Op* Ap* SU*
Access Archive User can enter the Archive . . .
environment environment
Create support User can create support
package packages in the Approval + + + +

environment

* Admin: Administrator; Op: Operator; Ap: Approver; SU: Super User
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Service environment

environment

Task Description Admin* Op* Ap* SU*
Access Service User can enter the Service . _ . .
environment environment
View audit trail User can access the audit

trail in the Service + - + +

* Admin: Administrator; Op: Operator; Ap: Approver; SU: Super User
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Cycler environment

Task Description Admin* Op* Ap* SU*
Access Cycler User can enter the Cycler . _ .
environment environment
Release cyclers User can add a comment,
release a cycler, stop a
process, and close - + - +
pop-ups in the Cycler
environment
* Admin: Administrator; Op: Operator; Ap: Approver; SU: Super User
Configuration environment
Task Description Admin* Op* Ap* su*
Access User can enter the
Configuration Configuration environment + - - +
environment
Configure system User can configure all
seftings seftings in the + - - +
Configuration environment
Manage cyclers User can access the Cycler
Management tab in the + - - +
Configuration environment
Manage users User can access the User
Management tab in the + - - +
Configuration environment
Manage assay User can access the Assay
profiles Profiles tab in the + - - +
Configuration environment
Manage report User can access the Report
profiles Profiles tab in the + - - +
Configuration environment
* Admin: Administrator; Op: Operator; Ap: Approver; SU: Super User
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Password policy

Unless otherwise defined, the password must be between 8 and 40 characters long. An
administrator can also define, in the settings of the Configuration environment, if it is mandatory to
use Clinical Laboratory Improvement Amendments (CLIA) compliant password rules. According to
ClIA, a password has to contain at least:

® 8 characters

® 2 upper case characters

e 2 lower case characters

® 2 numeric characters

e 2 special characters

An administrator can also define the password renewal interval. A user must renew his password

after the renewal interval has passed. Note that the last 10 passwords cannot be reused.

Related topics

“Setting password policies and auto-lock timer,” page 282.
Session management

To start working with Rotor-Gene AssayManager v2.1, a user has to start a new session by logging
in. Logging in is possible from the login screen either after the application was started or after a

previous session was finished.

Logging out is possible using the command from the main menu or the logout button in the status

bar.

> Rotor-Gene AssayManager

File Help

Log out
Lock

Change password

Exat
EXpenment
(0 Use work list name
Log out from main menu Log out from status bar
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To prevent misuse, a user can lock the application. Rotor-Gene AssayManager v2.1 also has an
auto-lock timer that locks the application automatically after a predefined time without user
interaction (an administrator can customize the autolock feature (see “Setting up the auto-lock
timer”, page 283). If locked, the user can either continue working by unlocking the application or

alternatively another user can start a new session.

The automatic locking feature does not interrupt or impact the operation of the cyclers. Started runs

are not interrupted or impacted if:

® q user logs out
® another user starts a new session

® or the application is locked (automatically or manually)

The following graphic illustrates the session, locking concepts, and their interdependencies:

Log in =

manually

Application —  ~a Application :
unlocked Ecked —— New session

automatically +

unleck application

Log out

l

One session
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Behavior if unsaved data exist

If a user locks the application and unsaved data exist, a dialog is opened containing a list of all
environments with unsaved data:

)
A Unsaved Data

(D The application will be locked. There are
unsaved data.

If another user starts a new session unsaved
data will be lost.

Unsaved Data in:

Configurafion'System Seftings

A

If another user wants to start a new session, a dialog is shown containing a warning that unsaved

data from the previous user exist, and the unsaved data are lost if the new session is started.

Discard Unsaved Data

and Start New Session

There are unsaved data from user su. If & new
session is started the unsaved data will be lost.

Lagin

Password

| |
B

h
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Rotor-Gene AssayManager v2.1 and other QIAGEN products

Rotor-Gene AssayManager v2.1 has different interfaces and data exchange features with other

QIAGEN products and external Laboratory Information Management Systems (LIMS).

With Rotor-Gene AssayManager v2.1, up to 4 different Rotor-Gene Q MDx instruments can be
controlled simultaneously. Each connected cycler can send raw acquisition data back to Rotor-Gene

AssayManager v2.1.

Note: Rotor-Gene AssayManager v1.0 and Rotor-Gene AssayManager v2.1 are independent
products and cannot be used in parallel on one system. In addition, please note, Rotor-Gene

AssayManager v2.1 does not replace Rotor-Gene AssayManager v1.0.

Note: Rotor-Gene AssayManager v2.1 and Rotor-Gene Q software may be installed on the same
computer in parallel. But only one of the programs can have an active connection to a Rotor-Gene

Q MDx at a particular time.

Scenario 1:

If the Rotor-Gene Q software is started before Rotor-Gene AssayManager v2.1 and connected to a
cycler first, Rotor-Gene AssayManager v2.1 is not able to set up a connection to the cycler. Shut
down the software. Restart Rotor-Gene AssayManager v2.1 to control the cycler with Rotor-Gene

AssayManager v2.1.

Scenario 2:

If Rotor-Gene AssayManager v2.1 is started before the Rotor-Gene Q software and connected to a
cycler first, the Rotor-Gene Q software is not able to set up a connection to the cycler. Shut down
Rotor-Gene AssayManager v2.1. Restart the Rotor-Gene Q software to control the cycler with the
Rotor-Gene Q software.

Related topics

“Creating/editing a work list,” page 237.

“Setting up a run,” page 237.
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Experiment vs. assay
Note: For FDA cleared or approved nucleic acid tests, an “experiment” contains 1 “assay”.
General software usage

The following chapter describes the general software usage concept of Rotor-Gene AssayManager
v2.1.

Use of color

For an optimal user interaction, Rotor-Gene AssayManager v2.1 has a specific color concept for

presenting information and intuitive guiding.

The following table provides an overview about the different colors used in the software and their

dedicated meaning:

Color Description

Light blue The field is interactive and clickable.

Dark blue The field is selected or focused.

Gray The field is read-only and can neither be selected nor activated.
Yellow The field requires input.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

96



Example 1

The following dialog example gives an explanation of the color concept.

@ Edit cycler

Position

Name

Messages

Enter a valid serial number. (150028)

Serial number

Interactive field *| |
: mandatory

Enter a valid cycler name {1-8
| | | characters). (150092)

Informative field

Gray: no interaction i

Interactive field -

: not mandatory —

Next verification

Optical configuration

Days until next verification

Verification comment

OK

D

Example 2

Interactive button
Gray: deactivated

Interactive button
Blue: active/enabled

When creating a new work list in the Setup environment, there are 4 step buttons (Assays, Kit

Information, Samples and Properties) for the different steps to complete. The coloring concept of

the step buttons is shown in the following table.

Status of step
Disabled

Currently active without error

Currently active with error

Not currently active without
error

Not currently active with error

Colors

Grayed out

Gray background, white font

Dark yellow background, yellow font

Blue background, dark blue font

Yellow background, dark brown font

Example

Samples

Kt information

Properties
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Displaying errors and warnings

Errors and warnings are essential information for the user. These messages point to a problem or
an erroneous situation. Rotor-Gene AssayManager v2.1 differentiates between 4 different problem

levels:

Priority Name Icon Description Action by user

1 System error A combination of not User interaction required.
acceptable incidents.

2 Validation An error that occurs due  User interaction required.

error to a missing or invalid

user input.

3 Warning & Situation could be User interaction possible,
optimized by further but not mandatory.
input.

4 Information @ A message containing User interaction not
additional information possible.
about the current
situation.

All existing errors and warnings are displayed with the corresponding icon either in a separate
messages area or as a pop-up window. If applicable, the messages area lists all currently existing

errors and warnings sorted with descending priority.

Messages area

The following screenshot shows possible errors and warnings during work list creation in the Setup
environment. The messages are displayed with the corresponding icon, the error text and the error

ID in brackets.

Note: The screenshots are shown as examples and may appear differently.
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1 Rotor-Gene AssayManager [=[a] = ]
File Help
IT o
Service Configuration
Create work list | Select assay profiles and define assay details
Available assay profiles Selected assay profiles
Assay profile name | Vers_ [Req P_ Rssay profile name Shortname  |Vers_. |Req.P_. |#sam.. |New strip tube
Kit information anus HIV-1 031 5
Samples
Properties
Al[w
Messages
Frea positions. The current work list does not centain an assay profile. Add an assay profile. (470014)
9 || Messages
area
Print work list... Export Save and close Reset Save Cancel
o=

Messapges

There is ne kit lot number provided on assay profile SPlexHRMAP. (470059)

G

Enter thz number of samples for assay profile SPlexHRMAP. (470030)

& IThere s no material number provided on assay profile SPIexHHMAPH(ATD‘lDIJ)l

leon Error/warnings text Error ID

Detailed view of the Messages area

Error icon Error headline

Error/warnings text —— = Enter a valid password. Insert password
rules. {1010026)

Error ID ——

Error messages pop-up window

Note: Each error ID is unique. In case QIAGEN Technical Services needs to be contacted for

troubleshooting, have the error ID ready. Screenshots of the error-containing GUI can be useful.
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Entering data
Shortcuts

The following hot keys are available in Rotor-Gene AssayManager v2.1:

e Copy and paste operations (CTRL+C and CTRL+V)

e Navigation (tab key, cursor keys)

While entering data, the following keyboard shortcuts can be used:

e F2 to start editing
® Escape to cancel the input

® Return to commit an input
Identifying interactive fields

All interactive elements where a user can enter data are marked with a black triangle symbol (™)

in their upper right corner.

The following example is taken from the work list creation step in the Setup environment:

Selected assay profiles

Assay profile name Short name Vers... Req. P... #sam... Mew strip tube
-

artus HIV-1 HY_a 081 5

Interactive fields: i
= mondatory field
Elue = not mandatory

Date picker: Entering date in date fields

Dates can either be entered manually into date fields using the keyboard or using an inferactive
date picker in form of a pop-up calendar. A calendar icon () is positioned at the right of every
date field.
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Clicking the calendar icon (Y} opens the pop-up calendar.

Kit expiry date Kit expiry date
=
'3 — El [

E R R April, 2012 ¥

Mo Di Mi Do Fr Sa So

[2] 3 4 5 & 7 &8
g

0 11 12 13 14 15
% 17 18 1% 20 21 22
23 24 25 X% 27T 28 25
30

[ JTodsy : 02.04.2012

Change to the previous/next month by clicking the arrow icons ([J) and (f@). Hovering over the
year label ([8) displays additional control arrows, which are used to quickly jump fo the next (up

arrow) respectively previous year (down arrow).

r HE.‘-d year
April, 2012 2

t Previous year
Entering a date using the date picker

Click the calendar icon () next to the date field.

The calendar pop-up is shown.

Continue using the following scheme:

To Do this

Change the year Hover the mouse over the year ().
Date is displayed in blue. Additional control arrows are
shown.

/

Click the “up” arrow to change to the next year.

Click the “down” arrow to change to the previous year.

Change the month/day Click the left arrow (JE}) to change to the previous month.
Click the right arrow (l{@l) to change to the next month.
Click the date of the desired day.

The date picker disappears and the date field is populated with the selected date.
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Working with tables
Sorting tables

Some tables in Rotor-Gene AssayManager v2.1 give the possibility to sort the contained data by
column. Sortable tables can be recognized by the Sort indicator icon () in one of the column
headers. The data in the table are sorted according to this column. Two different icons exist to

visualize an ascending or descending sorting order.

s The table is sorted by the selected column in ascending order.

Ascending sorting

- The table is sorted by the selected column in descending order.

Descending sorting

To toggle the sorting order from ascending to descending or vice versa, click the column header
with the Sort indicator icon. To sort the data in the table according to another column, click the

column header of the respective column.

In the example below, the Assay selection table is sorted by the Experiment column in ascending

order.
Sort indicator icon

Assay selection

D Experiment . Assay # samples
4 D QF Pat_20120417_0945 QuantiFast Pathogen PCR. .. 66
4 D QF Pat_20120417_0955 QuantiFast Pathogen PCR. .. 66
4 D QF Pat_20120417_1009 QuantiFast Pathogen PCR. .. 66

Selecting cells

A certfain cell area can be selected by clicking in the first cell, holding down the left mouse button,
and dragging to the last cell of the area. Selected cells are highlighted in dark blue color. To make

multiple selections of non-adjacent cells, hold down the CTRL key and click the cells to select.
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Copying data from a table

Copying data from a table is possible by first selecting the cells to be copied and then using CTRL+C.

The contents of the selected cells are copied to the clipboard. The copied cells can easily be pasted

to another area within Rotor-Gene AssayManager v2.1 or to another software for further processing

using CTRL+V.

Assay selection
[] | Experiment

v | [ | QF Pat_2D120417_0249

Assay

QuantiFast Pathogen PCR.__

v [ |5vBR_20120417_D353

Rotor-Gene SYBR Green...

v|[]  QF Pat_20120417_D858

v [0 =vBR_20120417_1007

v| [0 | QF Pat_20120417_1009

SYBR_20120417_0853
QF Pat_20120417_0959
SYBR_20120417_1007
QF Pat_20120417_1009

Context menu

QuantiFast Pathogen PCR.__
Rotor-Gene SYBR Green...

QuantiFast Pathogen PCR...

# samples

66

438

66

43

1. Select cells to be copied
2. CTRL-C to copy the content
3. Paste in spreadsheet application

Rotor-Gene SYBR Green PCR Demao Kit

QuantiFast Pathogen PCR +IC

Raotor-Gene SYBR Green PCR Demao Kit

QuantiFast Pathogen PCR +IC

Tables have context menus with varying commands. The context menu in Rotor-Gene

AssayManager v2.1 is opened with a rightclick on selected cells. In tables with a row selector there

is an additional context menu when first selecting rows by clicking the row selector |"| of the row

and then clicking the right mouse button.
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¥ Results ¥ Results
Standards / controls Standards / controls
Pos. | ] Style | Sample ID Pos. |[v] Style | Sample ID
N 11 B = Standard 1_1 N 114 B = Standard 1_1
b 2| B = | Standard 1_2 b 2 4 B = | Standard 1_2
L E B — stendard 1.3 [l Select rows 3 B —— Standard 1_3
¥ 4 M4 [ = Standard 1_4 g;;gg;l;le row ¥ 4 M [l = Standard 1_4
—_—
N 5|4 B = Standard 2_1 ¥ 5 H B = Standard 2_1
| 6 [ | — Standard2 2 » & ] M — Standard2 2 ¥4 Right click
b THE B = | Standard 2_3 b M B = | Standard 2_3
Context menu
N | = | Standard 2_4 » 8 W = Standard 2_4 is opened
9 m—| Standard 3_1 5 | — SEEN
4 E u - 4 u Copy Cirl+C
v| 107 || ——  Standard 3_2 »| 10| || —— Stand
Show curves
Hide curves

Invert selection

Accept
Reject
Reset to undefined

Cancel

Working with graphs

Rotor-Gene AssayManager v2.1 provides graph viewing functions, such as zooming, panning, and
selecting samples to easily examine a graph in detail. The following topics describe how to use

these functionalities.

Tasks covered in this section related to working with graphs:
® Zooming in

® Zooming out

e Panning

e Selecting/deselecting samples

e Sample information in graphs
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Zooming in a graph

For zooming in a graph in Rotor-Gene AssayManager v2.1, an individual zoom area can be

selected as in the following example of an amplification plot from the Approval environment.

Zooming in a graph

1. Move the cursor over the graph’s area. The cursor changes to cross hairs.

Mormalized Fluorescence

5 10 15 20 25 30 35 40  Cycles

2. (a) Click and hold down the left mouse button. The mouse icon changes from cross hairs to the

cursor icon.

Mormalized Fluorescence

5 10 15 20 25 30 35 40  Cycles

(b) Drag the cursor until the end of the area to zoom in.

A dark gray rectangle visualizes the selected areq, as long as the left mouse button is held

down.

02 A /

5 10 15 20 25 1] 35

Normalized Fluorescence

(c) Release the left mouse button. The following menu pops up:

Q Zoom

-I_-;’ Select coresponding samples

_j’ Deselect corresponding samples

Cancel

Leftclick Zoom. The graph will be zoomed to the selected area.

4. To scroll in the zoomed graph in vertical or horizontal direction just click right in the graph

area, hold down the right mouse button, and move the mouse.
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Example

Holding down the right mouse button and moving the mouse will change the graph’s display

accordingly.

u 0.4

g Hold down the

a .

g right mouse button.

N +

El

o o3

R

b

2

5 —]
= 27 23 20 30 31 Cycles

0.4

Cursor change to <:| {b |:>
hand symbol. Move
0,34 the mouse, the graph ! !

display will be changed
accordingly.

Normalized Fluorescence

Zooming out a graph

Double-click anywhere in a graph area to reset the zoom function to default-scale and see the whole

graph.

Example

The graph shows a zoomed area of an amplification plot. Double-clicking anywhere in the graph

area will reset the zoom.

27 28 20 30 21

Cycles

Selecting/deselecting samples

Rotor-Gene AssayManager v2.1 provides 2 methods to select or deselect samples in an

amplification plot:
e Using a graph

e Using check boxes

g Zoomed area of o PCR curve.

3 Double-clicking anywhere resets the zoom.
@

g

5

w

- 02

o

T

E

g »

£ 93 24 26 23 30 Cycles
§ Zoom is resef - the whole curve is displayed.
g

a

=

3

w

;3

o

T

E

£ = —
= i) 10 15 20 25 a0 35
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Selecting/deselecting samples using a graph

1. Move the cursor over the graph area.

The mouse cursor icon changes to cross hairs.

MNormalized Fluorescence

5 10 15 20 25 i) 35 40 Cycles

2. (a) Click and hold down the left mouse button. The mouse icon changes from cross hairs to the

cursor icon.

MNormalized Fluorescence

5 10 15 20 25 i) 35 40 Cycles

(b) Drag the cursor until the end of the area to zoom in. A dark gray rectangle visualizes the

selected area, as long as the left mouse button is held down.

5 10 15 20 25 a0 35

Mormalized Fluorescence

(c) Release the left mouse button. The following menu pops up:

Q Zoom

-I:;’ Select comezponding samples

_f Deselect corresponding samples

Cancel

3. Leftclick at the desired option.

To Click

Select all samples within the selected area +/ Select comesponding samples

Deselect all samples within the selected area | -/ Deselect corresponding samples

Cancel the process ‘ Cancel
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Select/deselect samples using check boxes

Samples are selected or deselected by activating or deactivating the corresponding check boxes in

the results table.

¥ Results
E= Standards / controls
mﬂj Style | Sample ID
¥ Standard 1_1
¥ Standard 1_2
¥ Standard 1_3
» Standard 1_4
b Standard 2_1
¥ Standard 2_2
b Standard 2_3
¥ Standard 2_4
To Do
Select all samples in the table Activate the check box in the column
header (IN¥)
Select a specific sample in the table Activate the check box in the
corresponding sample row ()
Deselect all samples in the table Deactivate the check box in the column
header (IN¥)
Deselect a specific sample in the table Deactivate the check box in the

corresponding sample row ()

Note: The check box icon in the column header changes depending on the number of selected
samples.

o sample is selected

=l One or more samples are selected

= N samples are selected
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Sample information in graphs

To get sample information corresponding to a specific curve, hover the mouse over the curve. The

curve will be highlighted, and a tooltip containing the following information will be displayed:
e Tube number

e Sample ID

® Assay type

® Assay short name

¥ Plots and Information

Raw Data Processed Data | Standard Curve | Experiment | Audit Trail

4
i

o

a

=3

E

w

o e [Tube: 41 ID:NPS i
E T | Type: Test Assay: Testi

=}

= 38 a8 40 41 4z 43 Cycles
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Rotor-Gene AssayManager v2.1 workspace

Rotor-Gene AssayManager v2.1 is divided into different environments. These environments can be
accessed by using the dedicated icons in the main toolbar. The following environments are
available:

® Setup environment

e Approval environment

e Archive environment

® Service environment

e Configuration environment

e Cycler environment

Menu
Main
toolbar
Apply work list "WL_20120417_0858_su”
Summary Cycler selection
Fosition Mame Next veriication Cyclerstamss  |Setect | Ring auachea
Experiment name Worh st name.
QF Pal_20120417_1207 WL_20120417_0858_su mamm Cyclert 16062012 [F0cays)]  Losded ®
Defaut name | Creates mum Cyeler2 1806201262 dayis)]  Ready o
1 ANTIeTe mn Cyeerd 20062012 (B4 deyis)]  Ready fe]
Bokos fype Rastcaaiiid m Cyelerd 2206201286 dayis)] Ready o
72-Well Rotor 17.042012 0856 5u
Freepositions  Resctionvohume  Last applied
. o 25 uisiubn 170420121038 - 50 CaCRICERS
Working Serialnumber  Optcal configuration
area Assays 012101 Bplex
Wame. #sampies Matarialnu. | Kit expiry | Lot number
oF Pat e 01102013 130264808
Messages
() The vetfcation aste for the cycler i in 60 days. (470085)
Messages
area
View sampis Getais |
L "
] B | | b
=t ar
| Status
ar

The workspace of an environment consists of an environment-specific working area and of the

following general elements:
e Menu

® Main toolbar

® Messages area

e Button bar

e Status bar

These general graphic user interface elements are described in the following sections.
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Menu

File menu

File: I Help

Log in

Log out

Lock
Change password

Semvice login

Bt

log in

Select Log in to log in to Rotor-Gene AssayManager v2.1. This option is grayed out if a user is

already logged in.

Log out

This enables the current user to log out. If there are unsaved data, the following warning is shown

with a list of environments where unsaved data exist.

@ Unsaved Data

The current session will be closed. Unsaved
changes will be discarded. Unfinished runs will
continue.

Unsaved Data in:
Cenfiguration\System Seftings

List of environments
with unsaved data

o] “oarar
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If there are no unsaved dataq, the following dialog is shown:

@ Confirmation

You will be logged out.The current session
will be closed. Running processes will
continue.

=S 5

Lock

This locks the current session. To unlock, the logged in user has to enter the password.

Change password

This opens a dialog to change the password. The old password has to be entered, followed by the

new password and a confirmation of the new password.

Service login

This option is for login of a QIAGEN Field Service Engineer. This field is grayed out if a user is
already logged in.

Exit

Selecting Exit closes Rotor-Gene AssayManager v2.1. If there are unsaved data, a warning will

appear.
Help menu

The About Rotor-Gene AssayManager dialog box appears and displays information about Rotor-

Gene AssayManager v2.1 and the loaded plug-ins including version numbers.
Main toolbar

The main toolbar contains 2 areas:

® Environment icons

® Cycler icons
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Kolor-Uene Asseyhanager =12l x|

» Y B OIT

| semp | Approval | Arcnive rvice

Environment icons Cycler icons
Environment icons

The environment icons are used to change to the corresponding environment. The currently active

environment is highlighted.

Rotor-Gene AssayManager v2.1 has a number of different environments.

® Setup environment (page 117)

e Approval environment (page 161)
® Archive environment (page 182)
® Service environment (page 186)

e Configuration environment (page 192)

Cycler icons

The cycler icons visualize the up to 4 registered cyclers managed by Rotor-Gene AssayManager
v2.1. Clicking a cycler icon changes the screen to the corresponding cycler screen. For details, see
“Cycler Environment,” page 150.

Messages area

Depending on the selected environment and the corresponding dialog within the environment, there

is a Messages panel containing all warnings, errors and information related to the current operation.
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Example: Messages area in the Setup environment

L Rotor-Gene AssayManager == = ]
File Help
o
Configuration
Create work list | Select assay profiles and define assay details
Available assay profiles Selected assay profiles
Assay profile name a Vers... Req.P.. Assay profile name Short name Vers... Req.P.. #sam... New strip tube
Kit information artus HIV1 081 5
Samples
Properties
AV
Messages
Free positions. The current work list does not centain an assay profile. Add an assay profile. (470014)
9 || Messages
area
Print work list... Export Save and close Reset Save Cancel
o=

Related topics

“Use of color,” page 96.

“Displaying errors and warnings,” page 98.
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Button bar

The button bar is placed at the bottom of the

environment.

Archive

screen. It contains buttons specific for the selected

Available work lists | Manage or apply work lists

¥) Manually created work lists
Unprocessed Processed
Work list name & #samp... |Assay profiles Retor type Volume | Author Creation date Actions Apply
» WL_20150213_1428_su 2|HIV_a 72.Well Rotor 50 pl | su 2302205 142948 | g (] [ 3 I
v WL_20150223_1425_su 3|Hiv_a 72-Well Rotor 50 pl | su 23.02.2015 14:28:14 BEs
¥ Automatically generated work lists
Work list name & [#samp__ |Assay profiles Rotor type Volume | Author Creation date
| | 2PlexBPlexSpesiic_MDx 34/cmv Rofor-Dis 100 50 4l boe 17.11.2011 13:00:00
| |2PlexHRMSpecific_MDx 5| CMV 72-Well Rator 50 4l fdoe 20.11.2011 16:00:00
| |2PlexSpecific_MDx 6| CMY T2-Well Retor S0l | cdoe 23.11.2011 19:00:00
|| SPlexHRMSpecific_MDx 8| CMv 72-Well Rotor S04l su 26.11.2011 22:00:00
+| |artus CMV RG PCR CE Closed (short)_MDx 31| cmv 36-Well Rotor 50 4l ddoe 13122011 1500:00

i e coes e et |

Button
bar
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Status bar

The status bar is always visible and gives an overview about the session status.

B Closed Mode 7. 2012 Gina Doe -’u

Mode indicator Date User name Log out
utton

Status bar element Explanation

Mode indicator Indicates the current user mode, i.e., Closed mode or User
Defined Test mode (UDT mode)

If the user is logged in in Closed mode, the label Closed Mode

and the corresponding icon is shown.

I B Closed Mode -

If the user is logged in in User Defined Test mode, the label User

Defined Test Mode and the corresponding icon is shown.

I ﬁ User Defined Test Mode I

Note: The User Defined Test mode is not intended for use with

FDA cleared or approved nucleic acid tests.

Date Shows the current date.

User name Shows first and last name of the user currently logged in.

Log out button Logs out the current user. If there are unsaved data, a warning
will appear.

Related topics
“Modes,” page 85.

“logging in and logging out,” page 230.
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Setup Environment

The Setup environment is one of the core parts of the Rotor-Gene AssayManager v2.1 application.

It automatically appears after a user with the assigned role of an Operator successfully logs in to

Rotor-Gene AssayManager v2.1. The Setup environment consists of 3 different screens where tasks

can be assigned.

Screen

Assigned tasks

Available work lists
® Manually created work
lists

e Automadtically generated
work lists

Apply work list
Create/Edit work list

® Assays step
e Kit information step
e Samples step

® Properties step

e Creating a new work list
® Importing a work list*

e Editing a work list

e Duplicating a work list

e Exporting a work list

e Deleting a work list

e Applying a work list
Set up run and apply a work list

Create (or edit) a work list:

® Appears after clicking New manual work list

e Starts the process to create a work list

*Note: The task “Importing a work list” is not intended for use with FDA cleared or approved nucleic acid tests.

Available work lists view

The Available work lists view contains 3 areas:

e A table with available manually created work lists (stored in the internal database)

e A table with automatically created work lists (imported by QIAsymphony software version 5.0,
LIMS or Rotor-Gene AssayManager v2.1)

® The button bar at the bottom of the screen
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Main toolban

Hvailable work fists | Manage or apply work lists

W I e 4 Summ Rasey prties ot type ok st Crmetn dute Acsern

Aty |
List of manu- o/ [ w s e s 2 He T2 e sl nemens EEEEDE |

olly created — l|. 5] w oz v Fife 72t sl SN @"m 1
~—— Apply buttor

Action buttons

i
B p—r—

L= r— Py T e [ A [ a

IerPSpehe_MOn 54 car Fiter-Dime 100 E o | )
List of auto- e ——— o 72 el A 0 e o0 =HE

matically | ||

reate V mehom e - can Fe—— $01a com @ GE
work lists R o P—— s we O
U ARV G PR CE Closed ishar MO 3/ can J6.ell Aotor 50 odce a0 (] =

| | Button bar

I Status bar

Available work lists table

The Available work lists table displays the following information for all currently available work
lists:

® Status icon

e Work list name

e Number of samples

e Assay profiles

® Rotor type

® Reaction volume

e Author

e Creation date

® Last applied

The table with available manually created work lists is further subdivided into unprocessed and
processed work lists. Click on the corresponding tab to display the Unprocessed and Processed

work lists.

The data in both tables are sortable. By clicking on the column header, the table’s data are sorted
in ascending order. By clicking the column header again, the table’s data are sorted in descending

order.
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A status icon is displayed in the first column of a work list in case of existing warnings or errors.

Possible icons are:

Icon Description
H] Deactivated assay profile or expired kit
Message: “This work list contains invalid samples”

A work list contains invalid samples. This message is used only for
imported work lists.

a8 The work list is currently locked

Note: Moving the mouse over the icon reveals a tooltip with detailed information about the problem.

Available work lists | Manage or apply work lists

Work list name a|#samples |Assay profiles | Rotor type Volume |Author Creation date La

El WL_20120417_0858_su 66| QF Pat T2-Well Rotor 25 pl|su 17.04.2012 08:58:58 |17

| This work list contains the deactivated assay profile QuantiFast Pathogen PCR +1C version 2.0.0. Activate the assay profile and update the work list b

In the far-right columns of a work list, the Actions buttons and the Apply button can be found.

Available work lists | Manage or apply work lists

Work list name. a[#samples |Assay profiles | Rotor type Volume | Author Creation date Last applied Actions, Apply

WL_20120417_0858_su 66| QF Pat 72-Well Rotor 254l su 7042012085558 | 1704201203520 | [ ] [ I | IR
!WL72L11NQ177U9007511 48 svBR T2-Well Rotor 25psu 17.04201208:00:43 | 17.04.2012 10:38:39 ‘ Iq ]
[ \
Detailed work list information Action buttons Apply button
Actions buttons
Icon Label/title Description
Edit work list Editing a work list means modifying its parameters in

the Edit work list view. The parameters of the work list

can be modified using the Edit work list view.

Note: This button is only enabled if the option is
editable was set during work list setup and the work list
is not locked. Work lists imported from QlAsymphony
or LIMS to the software cannot be edited.

See “Creating/editing a work list,” page 237.
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Icon Label/title Description

Duplicate work list  Creates a copy of the selected work list. This copy can
subsequently be edited in the Edit work list view.

Note: All modifications are temporary until the new

work list is saved.

Note: This icon is disabled for work lists imported from
QlAsymphony or LIMS.

See “Creating/editing a work list,” page 237.

.lJ’ Export work list Exports the work list as an *.iwl file. The intended use
of this function is to exchange work lists between
different Rotor-Gene AssayManager v2.1 installations

using the import/export function.

E Remove work list ~ Removes the work list from the system. A warning must

be confirmed before the work list is deleted.

Apply work list button

Icon Label/title Description

-F Apply work list The work list is applied (i.e., the run is performed) and
further details have to be entered in the Run work list

view.

Note: This button is enabled if the work list is set as

ready to be applied and if the work list is not locked.

See “Apply work list view,” page 124.

Note: The Available work lists table might become very long and confusing. This table might contain

a number of work lists that you do not need anymore.
Remove the work lists you do not need at regular intervals:

1. Click the Remove work list button (E).

2. Confirm the warning Work List Removal by clicking OK. The deleted work list disappears from
the Available work lists table.
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3. Repeat these steps for any other work list you want to remove.

Note: The Automatically created work lists table cannot be edited or duplicated; it is generated

automatically based on a QlAsymphony AS result file.

Button bar

The button bar is arranged at the bottom of the screen:

Label/title

importfype: | QIAlINKILIMS v | m

Description

Enter assay rack ID

New manual work list

Import

Import type

Enter manually or scan an assay rack ID used in QlAsymphony

AS. The corresponding work list will be automatically selected.

Note: The corresponding work list must be imported to use this

functionality.

Note: QlAsymphony work list import is not intended for use with

FDA cleared or approved nucleic acid tests.

Create a work list. This button links to the Create work list screen.

Import a work list from a file. A file selection dialog is opened
where the work list to be imported can be selected. The source

type is determined by the item selected in the drop-down menu

Import type.

Drop-down menu to select the import source file type for the
import work list command. Rotor-Gene AssayManager v2.1 can
import work lists from QlAlink/LIMS, QIAsymphony and other
Rotor-Gene AssayManager 2.1 installations. In addition, an

automatic QlAsymphony work list functionality can be defined.

Possible values:

CHAlINK/LIMS

QlAsymphany

Fotor-Gene AssayManager

Note: QIAsymphony work list import is not intended for use with

FDA cleared or approved nucleic acid tests.
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The entries in the Import type menu depend on the import seftings in the Configuration environment.

» Default data source directories

Assay profiles for assay

‘CAUsers\Public\D: QIAG G

\AssayProfiles

Assay profiles for import

C\Users\Public\D: QIAG G Import\issayProfiles
Assay profiles for export

CAUsers\Public\D QIAGE G \Exp y Profil
Rotor-Gene experiment template files {.ret)

CAUsers\Public\D QIAGE G ImportiE
Rotor-Gene itation template files {.qut)

C\Users\Public\D: QIAGE G AUmportid
[ Load sample IDs from QS SP O
E Import Rotor-Gene AssayManager work lists

C:lUsers\Public\D QIAGEMN\Rotor-Gi A \Import\Rotar iyh

Import QlAsymphony work lists

CAlUsers\Public\D: QIAGENRotor-G A
Import

\ImportiQiAsymphonyWorklists

settings

D Auto import of Q. y work list (closed mode)

[ Hide & il

[ Import LIMS work lists

C\Users\Public\D: QIAGEM\Rotor-G A

UmportiLIM:

The panel Default data source directories in the Settings tab of the Configuration environment

defines whether the import of external work lists (from Rotor-Gene AssayManager v2.1,

QIAsymphony or a LIMS) is possible and determines the source directory.

A check box related to each of the 3 import settings activates the corresponding import setting. If

the check box is activated, the import of this specific work list is enabled. The Import type drop-down

list in the Setup environment is populated with these import setting options.
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Example:

Activated Rotor-Gene —[#] Import Rotor-Gene AssayManager work lists
AssayManager import o

Deactivated
Qlasympheny — [ Import Qlsymphony work lists
work list import o

Activated LIMS ___ 31 \moort LIMS work lists
work list import E{:_\mpo =

import type: | QIAlInk/LIMS v mport
QlAlnk/LIMS
Ruotor-Gene AssayManager

The Import QlAsymphony work lists option is deactivated in the example above. The QlAsymphony

import option does not appear in the Import type menu.

A function can be selected for automatic import of QIAsymphony work lists. By checking Auto
import QlAsymphony work list (closed mode), the software checks every minute in the defined

source directory and imports an available work list automatically.

Note: QIAsymphony work list import is not intended for use with FDA cleared or approved nucleic

acid tests.

Tasks related to the Available work lists view
“Creating/editing a work list,” page 237.
“Importing a work list,” page 247.

“Exporting a work list,” page 250.
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Apply work list view

Select the Apply button either in the Available work lists view or in the Create /Edit work list view

to link to the Apply work list view.

In the Apply work list view, the following tasks can be accomplished to start a run:

Further detailed information about the work list and the cycler is displayed.

Work list information

Define an experiment name
View sample details
Print a work list

Select a cycler

Confirm that the locking ring has been attached to the rotor

Start the run

Cycler information

Work list name °
Creation date °
Last modification date °
Last application date °
Roftor type °
Number of free positions °

Reaction volume
Assays used in the work list

® Assay name

® Number of samples
®  Material number

e Kit expiry date

® Lot number

Position

Name

Next verification date
Cycler status

Serial number

Optical configuration
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aas w w B IT m R & &
Apply work list ZPlPlexAP UDT™
Summaty Crrther sebedtaon
r—— S —— | Postisn Mams I pee ey Cyelar vhats Tatern Mg an
IPiesEPRAP UDT [ TTERL-* 22.50.2005 (57 cwyinl Ready
[oARS] Crested smEE (Crowl | OAIS[SPamid  Resoy
o, wEmE (Cyued BOAINSEimmE  Fessy Cycler
KAl it wanm | Cyowd WS EI Y | Ry [ selection
08122011 700 - edoe I area
Rater typm Aoplerd Cpces detads
Reter-Due 100 7122011 800 - dase
[eyea— Rongomon vohmme QU Bpespteny A S iesm il
Summaory — B2 . Adoe's Workiel
area
[
Mame Samgiey K -
(=11 v -
= & [P] tio eromramart name n et B e exoammart rarme. (40060
il o I e 6 BT ORI S OEM IR | Messages
{4700, area
e aaimia Seean
—— ——— - Button bos
@ Closed Moge

Summary area

The Summary area includes a field to enter a mandatory experiment name. The Summary area

also provides detailed information about the work list and its incorporated assay(s). Sample details
can be displayed in a secondary table.

Summary

name Work list name —

2PIexAP UDT

I} [ Defauttname | createa
13122011 300 - ddoe

Last modified
14.122011 400 - cdoe

Rotor type Applied
72-Well Rotor 15122011 500 - bdos

Free positions Reaction volume QlAsymphony AS result file
o S0 | piftube ddoe’s Workdist

Assays —
Name

oMY

—d
| View sample details...
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Label/title

Description

Experiment name

] pefault name
button

Data field

® Free positions

@ Reaction volume

2] Data field

e Work list name
e Created

e Last modified
e Applied

e QlAsymphony AS
result file

Input box to enter a mandatory experiment name. The experiment

name must fulfill 2 requirements:

® The experiment name must not exceed 80 characters

e The experiment name must be unique

A default name is entered automatically in the experiment name
input box using the name pattern defined in the Configuration

environment.

Further information can be found in Configuration
environment/Settings tab, page 193.

Shows the following data:

® Number of free positions

® Reaction volume

Shows the following data:

e Work list name
e Creation date
® Last modification date

® Last application date

e QIlAsymphony AS result file

Note: QIAsymphony work list import is not intended for use with FDA cleared or approved

nucleic acid tests.

3 Assays table

Kit information

Table with a list of all assays incorporated in the work list. For
every assay the following data is shown:
® Assay name

e Number of samples

Dialog shows the following kit information:
e Kit bar code

® Material number

e Kit expiry date

® Lot number
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Label/title

Description

View sample
details button

® Work list “2PlexsPiexaP UDT" | Samples

Pas | ngie | famps Snis  Sampis ryps
[ 1| @~ [Cismifcaton Smedar 1 ab
W T Qusmaficence Stanteed I a5
B T Quantficetion Stanced 3 (-
4| W = Qusnimcanon Sancen 4 a8
[™7|m — negave comat NG
&M= samgein1 Test
7| T Postve control CMV Test Terpet PC
B[l T Guantfcston Stardard | as
[ 5| W — Gusnificston St 2 a5
10|l = Guantecanon Starsan 3 a5
Nl T Cusification Standand 4 a5
13| @™ Hegaave Compol TG
[~ 7|m — s Ton

Twgen

AR Test Taegat,

A Tt Taepat.
ARV Tost Tarpet
MRS Tt Terget
CMY Tt Target
A Tost Tarpet,
MY Tost Taepat
G To Tt
CATY Tast Target
A Tt Targat
GNP/ Tent Taiget
M Test Tanpet
UV Tut Targa.

Aaray
ey
L=
O
o

Prine wors kst

Overview of the samples in the work list in the form of a table.

The table can be printed by clicking Print work list ([Z}).

Note: The printout can be used as a pipetting scheme.

Cycler selection area

The Cycler selection area mainly consists of the Cycler selection table, which lists all available and

usable cyclers with the following data:

® Position of cycler

e Name of cycler

® Next temperature verification date (residual days in brackets)

Note: Temperature verification is optional. If no date for temperature verification is defined, this

field will be empty.
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Status of cycler

The Cycler details table below displays the Serial number and the Optical configuration of the

selected cycler.

Cycler selection

Posifion Name Next verification Cycler status Select Ring attached
| | Cycler 1 16.06.2012 [60 day(s)] Ready O
s elgéci!:r: _| | mmmm Cycler2 18.06.2012 (2 day(s)] | Ready e
table
| Cycler 2 20.06.2012 [54 day(s)] Ready O
| Cycler4 22 .06.2012 [66 dayis)] Ready O
Cycler details
Cycler
detuails

The Cycler selection table has 4 rows, representing the maximum of 4 cyclers that can be operated

by Rotor-Gene AssayManager v2.1. If fewer than 4 cyclers are configured, unused table rows are

disabled.

All compatible cyclers with the status Ready can be selected for the work list to be applied using
the Select radio button. After successful cycler selection, the dedicated Ring attached check box will
become active. Confirm that the locking ring is attached to the rotor by activating the Ring attached

check box to start the cycler.

Note: A successful cycler selection requires at least that the optical configuration of a cycler matches

the configuration defined by the assay profiles referenced in the work list.
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Cycler selection

Status of "Start run" button changes
when "Ring attached" option is activated

Position |Mame MNext verification Cycler status Select Ring attached

EEEE | Cycler 16.06.2012 [60 day(s)] Ready o D

EEEE Cycler2 18.06.2012 [52 day(s)] Ready ® |

mumE |Cycler3 20.06.2012 [64 day(s)] Ready (o] O

mEmm | Cyclerd 22.06.2012 [66 day(s)] Ready O O
Cancel

l

Button bar

The button bar contains 3 interactive buttons.

Cycler selection
Position |[Name MNext verification Cycler status Select | Ring attached
mEEm |Cycler 1 16.06.2012 [60 day(s)] Ready O O
EEEE Cycler2 18.06.2012 [62 day(s)] Loaded ® =
mmmm |Cycler3 20.06 2012 [64 day(s)] Ready Q O
mumm |Cyclerd 22.06.2012 [66 day(s)] Ready o O
Cancel

i Print Work st ... . Cancel Start Run
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Label/title Description

Print work list *

Generation of a work list report in *.pdf format with the following

structure:

Work list name

Creation date and time, user name
Rotor information

® Rotor type

e Volume
Assays

® Assay profile name

® Version
Kit information

e Material number
e Expiry date
e Lot number

Sample details

® Position

e Sample ID
e Target(s)

e Type

® Assay

e Comment

Note: The work list can also be printed by clicking the View
sample details... button.

Cancel e The application process is canceled.
o The Apply work list screen is closed.

e The Available work lists screen is shown.
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Label/title Description

Start run After the start of the cycling process, the cycler screen of the

selected cycler is displayed.

Note: The Start run button is disabled by default. This button is
activated if the user has selected a cycler in the Cycler selection

table and has confirmed that the locking ring has been attached.

When the user clicks the Start run button, the following actions
are performed:

® The experiment is saved in the database.

e The run is started.

® Rotor-Gene AssayManager v2.1 switches to the Cycler

environment of the selected cycler.

Create/Edit work list view

The Create work list view and the Edit work list view share the same design. The description that

follows is valid for creating a new work list or editing a work list.

The tasks of creating a new work list or editing a work list are subdivided into 4 steps:

e Assays
e Kit information
e Samples

® Properties

The screen layouts for these steps have 2 static elements in common: the step marker and the button
bar. These elements remain unchanged when the user moves from one step to another. There is one

exception: The Properties step contains an additional Apply button on the button bar.
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The main screen area varies according to the currently selected step. The step marker is used to
change between steps.

Create work list | Select assay profiles and define assay details
Assays V)| Available assay profiles Selected assay profiles
Assay profile name & Vers.. ReqP.. & | Assay profile name ‘Short name Vers... Req.P... #sam... |New strip tube
S{e Kit information 2PlexBPlexAP UDT 231 &
2PlexAP UDT 231 6
murker 2PlexHRMAP UDT 231 6
Samples = =
SPlexSPlexAP UDT 231 6
SPlexHRMAP UDT 2341 6
== AGG_SParamsChecki UDT
IE AGG_SParamsCheck2 UDT The GUI design in this main area depends on the current step
ACC_CycGroup_CG11 UDT - here the Assays step is displayed.
ACC_CycGroup_CG12 UDT
ACC_CycGroup_CG2 UDT 231 3
ACC_Exclusiveloading1 UDT 231 3
ACC_Exclusivel oading2 UDT 231 3
ACC_OpiConf_2P2PMSP UDT 231 3 _—
ACC_OpiConf_2PMSPSPM UDT 231 3 [A[v
ACC_OpiConf_5PMEP UDT 231 3
ACC_OptConf_Unrestricted1 UDT 231 3
- Messages
ACC_OptConf_Unrestricted2 UDT 231 3 v
Free positions The current work list does not contain an assay profile. Add an assay profile. (470014)
s
BU"OUI: Print work list Export Save and close Reset Save ‘Cance!

Step markers

The step marker is selected to change between steps.

Aszays

Kit information

Samples

Properties

> Change to Assays step

— Change to Kit information step
— Change te Samples step

— Change to Properties step

Note: It is not necessary to follow the 4 steps consecutively. The steps can be accessed arbitrarily.
Unsaved changes are maintained if the user changes to another step.
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The colors of the step marker and the font change, depending on the occurrence of errors and if

the step is currently active.

Status of step Colors Example

Disabled Grayed out
Kit information

Currently active without error  Gray background, white font

Assays >
Currently active with error Dark yellow background, yellow font

Assays >

Not currently active without Blue background, dark blue font Samples

error

Not currently active with error  Yellow background, dark brown font  prgperties
Button bar

The button bar is located at the bottom of the screen.

Print work list button

Note: This button is enabled only if the work list is valid and contains no errors.

*

Select Print work list to generate a work list report in *.pdf format.

A work list must be saved before it can be printed. If unsaved changes are present, the following

warning must be confirmed before the *.pdf file can be generated.
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@ Print Work list button pressed.

There are unsaved changes present. The
work list needs to be saved before it can be
printed to a PDF. Do you want to save and
print it to a PDF?

_——

The generated work list has the following structure:

4

Work list name Kit information

Creation date and time, user name e Material number

Rotor information ® Expiry date
® Lot number
® Rotor type
e Volume Sample details
Assays ® Position
e Sample ID

® Assay profile name
® Version * Target(s)
o Type
® Assay

e Comment

Export button

Note: A valid work list name is the minimum requirement for this button to be enabled.
Select Export to export the work list as an *.iwl file.

The *.iwl file can be imported to other Rotor-Gene AssayManager v2.1 installations (exchange

functionality).
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The following warning must be confirmed by clicking OK if unsaved changes are present.

@ Export button pressed.

There are unsaved changes present. The
work list needs to be saved before it can be
expaorted. Do you want to save it before
exparting and export it afterwards?

Save and close button

Select Save and close to save the current progress on the work list and return to the Available work

lists table.
Reset button

Select the Reset button to reset the current work list creation process.

Creating a new work list: e All fields are reset to their default value
Editing an existing work list: @ Unsaved changes to the work list are discarded

After Reset is clicked, the following warning must be confirmed.

@ Reset button selected.

Are you sure to discard the changes you
made to the work list 7 (450018)
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Save button

Note: The Save button is enabled if unsaved changes exist and a valid work list name has been

entered.
Select the Save button to save the new/edited work list.

The current work list is saved to the database under the work list name entered in the Properties

step. The work list is subsequently available in the Available work lists table.
If a work list was edited, the Last modified field is set to the current date, time and user.
If o new work list was created, the Created field is set to the current date, time, and user.

If the new/edited work list is incomplete, clicking Save opens the following dialog:

@ Save button pressed.

Are you sure to save the incomplete work
list WL_20120111_1244_su?

Note: An incomplete work list can be saved if at least a valid work list name has been entered. If

an incomplete work list is saved, Rotor-Gene AssayManager v2.1 displays the warning shown

above. Click OK to confirm.
Cancel button

Select Cancel to cancel the creation process. All entries are deleted and the Available work lists

table opens.

After Cancel is clicked, the user must confirm that unsaved data will be discarded.
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@ Cancel button pressed.

Are you sure to cancel? Unsaved changes
will be discarded.

Apply button

Select the Apply button to apply the new/edited work list.

For further information, see “Apply work list view,” page 124.
Assays step

In this step of creating a new work list or editing a work list, the user assembles or edits a work list
by adding one or more available assay profiles to a new or edited work list. In its simplest form,
only one assay profile is added to the work list. It is also possible to add multiple, compatible assay

profiles.

Note: For FDA cleared and approved nucleic acid tests, only one assay profile can be added to a

work list.

The Assays step consists of 4 areas:

e Transfer buttons
® Available assay profiles area
o Selected assay profiles table

e Messages panel
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= Rotor-Gene AssayManager ‘ ‘ ™ ==
File Help
Edit work list 'WL_20150224_1305_su’ | Select assay profiles and define assay details
Available assay profiles Selected assay profiles
Assay profile name a|Vers_ |Req P | Assay profile name. Short name. Vers__ |Req P__ |#sam _ |New strip tube
L= ZRe T ST ZE5| B MV 3 steps red on step 2 UDT (shorf) | CMV 35 231 5 N
SPlex6PlexAP UDT 231 6
E. 2
s, SPlexHRMAP UDT 31 6
artus CMV RG PCR GE UDT (short) 231 5
CMV 3 steps red on step 3 UDT (short) | 23.1 5
Properties CMV 3Step 1Green 2Green UDT (sh. 231 5
X £ Transfer
CMV 3Step 10range 2Crimson UDT ... 231 5 bU"OnS
Available assay
profiles table
Al[v
Messages
Free positions Enterthe number of samples for assay profile CMV 3 steps red on step 2 UDT (short)
'I 72-Well Rolor &7 oty
25,00 ul
A Show only compatible Assay Profiles
e Esa e RN | W ————

Transfer buttons

The transfer buttons are used to add and remove assay profiles to/from the table of Available assay

profiles to/from the Selected assay profiles table.

Transfer button  Description

.; Click to transfer the selected assay profile from the table of Available assay
profiles to the Selected assay profiles table.

This button is enabled if:

® An assay profile is selected in the table of Available assay profiles

e Sufficient free wells are available in the selected rotor

® The selected assay profile is compatible with assay profiles already in the

Selected assay profiles table

.z Click to remove the selected assay profile from the Selected assay profiles
table.

This button is enabled if an entry is selected in the Selected assay profiles
table.
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Available assay profiles area

The Available assay profiles area includes a table with all available assay profiles sorted
alphabetically in ascending order. The area also contains information on the Rotor-Gene Q MDx

rotor and sample volume.

Available assay profiles

Assay profile name & Vers_. |Req. P
ACC_OptConf_2P2PMSP UDT 231 3
ACC_OptConf_2PMSP5PM UDT 231 3
ACC_OptConf SPMEP UDT 231 3
ACC_OptConf_Unrestricted1 UDT 231 3
ACC_OptConf_Unrestricted2 UDT 231 3
ACC_Rotor36W72wW UDT 231 3
ACC_Rotor72W72D UDT 231 3

_ ACC_RunProf_Channe/Number UDT 231 3
ACC_Vol_1dD_25d0 UDT 231 3
ACC_\ol_25d0_40d0 UDT 231 3

Free positions
E3 [ 72-well Rotor 69

D NEETT

E E Show only compatible Assay Profiles

Label/title Description

Available assay Table of all available assay profiles with the following columns:

profiles table e Name of assay profile

® Version number

e Number of external controls used by the corresponding assay

] Rotor type Drop-down menu of rotor types for the new work list. The Rotor
type field displays the selected value.

The menu is disabled when an assay profile is transferred from
Available assay profiles to Selected assay profiles. This menu is
re-enabled when all assay profiles are removed from the Selected

assay profiles using the &3 ransfer button.

The rotor type for each assay is predefined in the corresponding

assay profile.
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Label/title Description

Free positions Shows the number of free positions on the rofor.
field

The value in this read-only field depends on the selected rotor.
This value is calculated by subtracting the mandatory assay
positions (i.e., external controls) and the number of samples from

the number of rotor wells.

Example: The assay requires 1 NTC (no template control) and 4
quantitation standards. 12 samples shall be processed in a 72-

well rotor.

1 NTC + 4 standards = 5 required positions
5 required positions + 12 samples = 17 reserved positions

72 wells — 17 reserved positions = 55 free positions

This example is valid for assays where 1 sample is applied into
1 tube. In cases where 1 sample is split to multiple tubes, the
number of test samples is multiplied by the number of necessary

tubes.

For example, if a sample is split o 5 tubes, then the number of
necessary fest samples is determined by multiplying the number of

test samples by 5.

2] Volume field Drop-down menu with predefined reaction volumes for the new

work list. Select the appropriate reaction volume for the assay.

2500 pl
40,00 yl
50,00 yl
100,00 ul

Note: This screenshot is an example. The available reaction

volumes are defined by the assay profile.

The Volume field displays the selected value. This menu is
disabled after an assay profile has been transferred from the table

of Available assay profiles to the Selected assay profiles table.

This menu is re-enabled when all assay profiles are removed from

the Selected assay profiles using the &3 transfer buton.

The reaction volume is predefined in each assay profile.
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Label/title Description

3 show only If checkbox not activated: All available assay profiles are listed.
compatible Assay Incompatible assay profiles are grayed out.

Profiles checkbox If checkbox activated: Only compatible assay profiles will be

listed if an assay profile has already been added to the Selected

assay profiles table.

Note: For FDA cleared and approved nucleic acid fests, only one

assay profile can be added to a work list.

Selected assay profiles table

An available assay profile added to the work list is listed in the Selected assay profiles table.

Selected assay profiles

Assay profile name Short name Vers_.. Req.P... #sam... MNew strip tube

3

EACC_Slﬁndardproﬁle uoT ACC 231 3

The Selected assay profiles table contains data derived from the respective assay profile and data
that are entered manually or with a bar code scanner. The following table shows the source for

every column.

Column Data source

Assay profile name  Assay profile

Short name Assay Profile

Version Assay profile

Req. Position Assay profile

# samples Manual input required

New strip tube Manual choice (if more than one assay is defined)

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

141



Messages panel

The Messages panel contains all warnings, errors and information related to the Assays step. For
more information, see “Messages area,” page 113, and “Displaying errors and warnings,”

page 98.
Kit information step

The kit information contains the following data:

o Kit bar code
e Material number
e Kit expiration date

® Lot number

Kit information data can be entered manually in the individual boxes or by using a bar code

scanner.

Click on the Kit information step and enter the data manually or scan the QIAGEN kit bar code.
The values for material number, kit expiration date and kit lot number will be automatically

populated with the kit values from the scan. Only the number of samples has to be entered manually.

For a description of installation and use of a handheld bar code scanner, please refer to the manual

of the corresponding device.

Note: The kit information settings are defined in the Work list panel of the Settings screen in the

Configuration environment. (See “Global Settings area,” page 194, for more information.)
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Work list

Format of generated work list names
WL_20110513_0430_Operator

User-definable section
WL

[ Date
[ Time

[ Operator

D Enable analysis of unclear samples

D Enable checksum for LIMS import

Closed mode UDT mode
D Material number required D Material number required
[ 'alid expiration date required  [] alid expiration date requirsd
I [ Lot number required | I [ Lot number required I
Requirements set- Requirements
tings for work lists seftings for work
in Closed Mode lists in UDT Mode

These requirements can be set independently for the Closed mode and the UDT mode.
Note: The UDT mode is not intended for use with FDA cleared or approved nucleic acid tests.

If the information is “required” for an option, the check box is activated and the operator must

provide the information. It is not possible to leave the respective input fields void if it is “required”.
Further details can be found in the description of the Configuration environment, page 192.

Samples step

The Samples step shows the sample details in tabular form. All sample types from all selected assay

profiles are displayed here. Added multiple assay profiles are also listed here.

Note: The order of the samples within an assay profile is determined by the order specified during
the creation of the assay profile. The order of multiple assay profiles is defined by their order in the

Assays step.

The number of displayed samples depends on:
e The number of test samples entered in the Assays step
® Required samples given by the assay profile

® The number of assay profiles added in the Assays step
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~ o i . W N

File Help

Create work list | Edit samples
Assays ‘ Sample details
Pos. Style | Sample ID Status  Sample type Targets Assay Sample com
Kit information ‘ " 1|l =—===" y Test Test 1 |ace |
» 2\ - Y Test Test1 ACC
Samples [, - ¥ Test Test 1 |ace
R Y Test Test 1 |ace
Properties -] smr-—7 3 Test Test1 |acc
. &N * Positive Control | PC Ic1 |ace
b 7| W =" Negative Control EC- Ic1 ACC
| 8[| =" Positive control Test 1 [ PC Test 1 |ace

The editable columns of the Sample details table (line color, line style, sample ID) have pop-up

menus that can be accessed by a rightclick in the respective column or cell.
Row selector column

The row selector selects single or multiple rows. If a row is selected, it will be marked in blue and

the row selector icon will change:
3
® Unselected row ‘

e Selected row ‘ ’

To select several consecutive rows, click the selector of the first row, hold down the left mouse button
and drag the cursor to the last desired row. To add a single row to a selection, hold down the

Control button and click the row selector.
Open the pop-up menu by right<clicking in any area of a selected row.

Note: A row must be selected using the row selector before the corresponding pop-up menu for the

row can be opened.

Pop-up menus for selected rows

Copy Cirl+C Copy Cirl+C
Aszzign [Ds ¥ Agzign [Ds ¥ Agsign same [Ds
Color ¥ Color k Aszsign unique 1Ds
Line Style ¥ Line Style ¥
Cancel Cancel

Single row selected Multiple rows selected
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Copy Cirl+C copies the content of the selected ID row(s) — single or multiple — to the clipboard.

Assign IDs is disabled if a single row is selected. This option is activated only if multiple rows are

selected.

Assign same IDs: Assigns the ID value from the first cell of the selection to all other selected cells.

Assign unique IDs: Based on the ID of the first selected cell, an incremental number is added to all

selected cells.

Example: If first cell has the ID “Sample”, the generated values are “Sample 17, “Sample 2",

“Sample 3", etc.
If the first selected cell is empty, an incremental number is added to all selected cells.
Example: If the first cell is empty, the generated values are “1”, “2”, “3”, efc.

Color opens a color palette for the user to select a specific color for the amplification curve of the

selected samples.

Line Style opens a style picker for the user to select a specific line style for the amplification curve

of the selected samples.

Pos. column

The position of the sample in the rotor is displayed in this column. The position of a sample is
determined by the assay profile and the order of the assay profiles in the Assays step if the work

list consists of multiple assay profiles.

The maximum position number is restricted by the selected rotor type.
Color column
The color of a sample’s amplification curve in the PCR plot can be set by opening the color palette

in the pop-up menu and selecting 1 of 20 predefined colors. It is possible to select multiple samples

and assign them the same line color using this pop-up menu.
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Style column

The line style of a sample’s amplification curve in the PCR plot can be set by opening the line style
picker in the pop-up menu and selecting 1 out of é predefined styles It is possible to select multiple

samples and assign them the same line color using this pop-up menu.

Sample ID column

A sample ID field cannot be empty. The field must contain an ID of 1 to 40 characters.

Options in the pop-up menu of the Sample ID field depend on whether a single cell or multiple cells

is/are selected.

Pop-up menus for selected sample ID cells

Copy Cirl+C
Paste Cirl+
Copy Ctri+C Assign same IDs
Paste Ctrl+/ Assign unique [Ds
Cancel Cancel

Single ID cell selected Multiple ID cells selected
Copy Cirl+C copies the content of the selected ID cell(s) — single or multiple — to the clipboard.

Paste Cirl+V pastes the content of the clipboard to the selected cell. A warning is displayed before

data is overwritten.

Assign same IDs: Assigns the ID value from the first cell of the selection to all other selected cells.

Note: For some assay profiles it is not permitted to have the same ID for different samples. In this

case, the Assign same IDs option is disabled in the context menu.
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Assign unique IDs: Based on the ID of the first selected cell, an incremental number is added to all

selected cells.

Example: If first cell has the ID “Sample”, the generated values are “Sample 1”, “Sample 2",

“Sample 3", efc.

Cancel closes the pop-up menu.
Status column

Note: This column is used only if a QIAsymphony work list is imported. QlAsymphony work list

import is not intended for use with FDA cleared or approved nucleic acid tests.
Sample type column

Sample types are listed in the fields of this column.
Possible values are:

e Test Test sample

e NTC No template control

e PC Positive control

® EC+ Positive extraction control
e EC- Negative extraction control

e QS Quantitation standard

Targets column

This is the acquisition target given by the assay profile.
Assay column

The Assay column contains a short assay profile name given by the assay profile. Hovering over

the short assay profile name shows a tooltip with the full assay profile name.
Sample comment column

The Sample comment column may be empty. A comment with a maximum of 256 characters may

be included.
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Properties step

The Properties step is used to assign a name and other properties to the new work list. The name
may be entered manually or may be a default name generated by the assay profile. There are also

2 options to mark that the work list “is editable” and “is applicable” (i.e., is ready to be applied).

Properties

Wark list name
WL_20120417_1422_su

ﬂ Default name

Wark list

D]

Created
Last modified

Last applied

External order ID

Label/title Description

Work list name Text field to enter a name for the new work list.

Maximum length for the name is 40 characters. The entered name

for a new work list must be unique.

] pefault name Click to enter an automatically generated name for the work list.

button The pattern for the generated name is defined in the settings
entered in the Work list panel of the Settings screen in the
Configuration environment. (See “Global Settings area,”

page 194, for more information.)

Work list is Determines whether a work list can be modified later. This check
editable check box box is disabled by default. It is enabled when the Work list is

applicable check box is activated.

Not activated: ~ The work list cannot be modified later.
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Label/title

Description

2] Work list is
applicable check box

3 Created field

Last modified field

Last applied field

2] External order ID
field

The Edit work list icon in the Actions column in the Available work

lists table is deactivated:
Activated: The work list can be modified later.

The Edit work list icon in the Actions column is activated:

Indicates that a work list can be applied.
Not activated:  The work list cannot be applied.
Activated: The work list can be applied.

When this check box is activated, the previously disabled Apply
button in the button bar and the Work list is editable check box
are activated.
Work list Work list

[¢l] i= editable

Work list is applicable Work list is applicable
unchecked checked

Displays who created the work list and when. (This field is

populated when the work list is saved.)

Displays who modified the work list and when (This field is

populated when the work list is saved.)
Displays when the work list was last applied.

This is an optional field that can be used for work lists imported
from a LIMS. The order ID will also be written to the LIMS output
so that the LIMS can map the results to the initial order. Check
whether your LIMS supports these kinds of order IDs.
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Cycler Environment

The Cycler environment is used for the cyclers and gives an overview about all Rotor-Gene Q MDx
instruments accessible by Rotor-Gene AssayManager v2.1. Up to 4 different Rotor-Gene Q MDx
cyclers can be registered and subsequently controlled by Rotor-Gene AssayManager v2.1 in
parallel. The different cyclers are represented by individual Cycler icons, which are always

displayed at the far top-right of the Rotor-Gene AssayManager v2.1 screen.

Cycler Icons

File Help

= &= &

Archive  Servic e 1 Cycler 2 Cycler 3 Cycler 4

Available work lists | Manage or apply work lists

¥ Manually created work lists.

Unprocessed Processed
Work list name a|#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply | a
3 2PlexBPlexAP UDT 2| CMY, CMY Rotor-Disc 100 50 i fdoe 05.12.2011 06:00.00 HE Kl 0
v 2PlexAP UDT 66| CMY 72-Well Rotor 50 pl | ddoe 13.12.2011 15:00:00 ﬂ ﬁ
v 2PlexHRMAR UDT 66| CMY 72-Well Rotor 50l | su 10.12.2011 12:00:00 ﬁ
5 5PlexHRMAP UDT 66| CMV 72-Well Rotor 50 pl| adoe 16122011 13:00:00 =]
v

L | —

Delete selected Refresh list

v Automatically generated work lists

Work list name. a|#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply
» Rainbow artus CMV RG PCR CE UDT 35| CMV Rotor.Dist 100 50 pl | cdoe 2912 2011 D6:00:00 ﬁ

Delete selected Refrash list
e —
Enter assay rack 1D Importiype: | QIAlNKILIMS v m ‘New manual work Bst

The content of the Cycler environment depends on whether a cycler is currently idle, in operation,
or whether a run has been stopped but not yet released. The visual appearance of the cycler icon

indicates the current state of the cycler.
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Cycler icon

The Cycler icon changes its appearance depending on the progress and the result of the run.

Icon Description
@ Cycler idle
Cycler 1
Cycler working
(The progress indicator visualizes the run progress.)

Progress Indicator

ﬁ" Run finished successfully

Cycler 1

Run stopped

(either by clicking Stop Process, or an error occurred)

Further cycler icons are listed below.

Icon Description

Cycler offline

Cycler activated

Invalid verification

Run stopped and cycler offline

Cyeler 1
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Idle cycler screen

If a cycler is idle, clicking the corresponding icon displays the following screen:

File Help

There are 2 ways to start a run on an idle cycler:

® Apply an existing work list from the Available work lists table.

e Create a work list and apply it.
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Active cycler screen

If a cycler is active, a run has been finished or stopped manually and has not yet been released, a

plug-in specific screen will be displayed.

Cycler lcon

Information __|
panel

Misenea re-ussbie misemancn i maseg i
nl bepnt o wneay. 50 e arabyun g st
o poncng state. See ‘Service - Re-usstle
Y fof Dbenieg more oo,

= a0]
Sampile Information

Tubw  Sample 10

|1

mz 2

mi 3

me 4

s M
Sample e PosseCon

Information —{| M7 tegsseca

area 8 Pousvecon.

& bor

w0 e

" a

2 M

n ke

o Postive Con.

15 Negate Ca

sl L Plot
1 A arec

RAFFEIFAGBITRIEY
ERREREERERRRREE]

The amplification of the samples is displayed in real time in the plot area. After the run process has

finished, the run is released and the sample results can be approved.

It is possible to stop the process before it is finished. If the Stop process button is clicked during the
run, a confirmation dialog with the message The run will be stopped appears. Click OK. The run is
stopped as soon as the device has finished a profile step. This can take up to 60 seconds. The
experiment is stored on the database with the result status Run stopped. Afterwards, the Finish run

button is enabled and the Stop process button is disabled.

The cycler screen consists of 4 areas:

® Information panel
e Sample information area
® Plotarea

e Cycler icon
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Information panel

w | QF Pat_20120417_1508
Cycler Cperator
Cycler 1 U
Comment
Label Explanation

“Collapse” icon

Experiment name

The collapse icon is used to collapse the information panel to a
single row to gain screen space to enlarge the Sample
information area. If the area is collapsed, only the experiment

name is shown.

Experiment name as defined during work list setup.

Name of the cycler
E Comment field, maximum 256 characters are allowed

Operator name

Sample Information area

The Sample Information area lists all samples of the run in a table with the following columns:

Line color (derived from the work list)

e Sample position on rotor (Tube)

e Sample ID

e Sample Type:
e Test Test sample
e NITC No template control
e PC Positive control
e EC+ Positive extraction control
e EC- Negative extraction control
° QS Quantitation standard

e Assay short name
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Sample Information
| Tube  Sample ID Type Assay A
[ PG_1 PG QF Pat
'ig’;;;f’:; — |m2 Pc2 PG OF Pat
[ ] PC_3 PC QF Pat
ms 1 Test OF Pat
[ |5 2 Test QF Pat
[ 3 Test QF Pat
H7 4 Test QF Pat
mas 5 Test OF Pat
Wy s Test QF Pat
Wi 7 o e I~ Plots enabled
[T1EER Test QF Pat
1/l |8 Test QF Pat
W13 10 Test QF Pat .
Test samples W 1 Test oF Pat I— Plots disabled
Wi Test OF Pat
W 16 13 Test QF Pat
m 17 14 Test QF Pat
W 13 15 Test QF Pat
W 1e 16 Test QF Pat
W2 17 Test QF Pat
— I 71 18 Te=t NE Pat v

The number of rows is equal to the number of wells on the rotor. If the number of samples used is
less than the number of wells on the rotor, the sample type Empty is assigned to unused rotor

positions.
Behavior of the Sample Information area
The acquisition plots for specific samples can be hidden or shown in the plot area. Click in the row

of the designated sample. By default, all samples used are shown and hence highlighted in a dark

blue color. Rows of disabled samples (i.e., hidden acquisition plot) are colored in lighter blue.

Sample Information
Tube  Sample ID Type Assay
N1 PC_1 PC QF Pat
[ PC QF Pat
[ | PC_3 PC QF Pat
B 4 1 Test QF Pat
WS 2 Test QF Pat
W& 3 Test QF Pat
7 4 Test QF Pat

Acquisition plots are enabled by default for all samples. The row is colored in dark blue.
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Sample Information
Tube | Sample ID Type Assay
W1 PC_1 PC QF Pat
N2 PC_2 PC QF Pat
3 PC_3 PC QF Pat
[ I 1 Test QF Pat
H s Test OF Pat
[ 3 Test QF Pat
7 4 Test QF Pat

In the example above, the amplification curves of tubes 2, 3 and 5 have been disabled. These rows

are colored in lighter blue.
Plot area

The plot area displays the amplification curves for a selected acquisition of the different samples
recorded by the Rotor-Gene Q MDx in real time.

g

. -
Acquisition | Green v] | zoom !E

Fluorescence: 172 Cyeles: 14.0 |

Bixtoo% 5 v-so1%

|_Plot
area

Label Explanation

Coordinates Shows the coordinates of the current mouse position. If the mouse
cursor is within the plot area, the mouse cursor changes to cross

hairs (‘|‘) The current coordinates are displayed in this field.

The coordinates are shown as Fluorescence and Cycles values.
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Label

Explanation

] Target selection

menu

Graph options

2] Zoom factors
3 start time

Progress indicator
bar

Remaining time

estimation

Selects the acquisition target used for the plots.

Displays options to modify the scaling of the plot.

The plot is scaled to 100%. The whole plot is displayed fitted in
the graph area. The scale is reset to display from O to 100
fluorescence units. The x-axis is set to a maximum value equal to
the number of cycles in the run profile, and the y-axis is set

to 100.

The auto scale button fits the scale to the maximum and minimum
readings in the data. The y-axis range is restricted to the lowest
and highest measured fluorescence value. The x-axis is set to a

maximum value equal to the number of cycles in the run profile.
Displays zoom factors separately for the x-axis and the y-axis.
Displays the start time of the run.

Displays the progress of the experiment. The indicator bar
visualizes the acquisition progress: the dark blue colored part of
the bar visualizes the elapsed time; the brighter blue colored part,
the remaining time of the experiment.

Remaining time

About 7 minut:
1 : | | |
Elapsed time Remaining time

The text over the progress indicator changes depending on the

current status of the run:
® Remaining time: Ongoing experiment
e Analyzing: Experiment was finished, analysis has started

® Ready: Experiment analysis finished

Displays the estimated remaining time.
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Label Explanation

Stop process Stops the run.

After clicking the Stop process button, a warning dialog must be
confirmed to stop the run. The run will be stopped as soon as the

device has finished a profile step. This can take up to 60 seconds.
The status Run stopped is assigned to the experiment in the

infernal database.

I Finish run Finish the run.

Finishing a run

After clicking Finish run the following dialog is opened:

Pasition Name Run status

[ | Cycler 1 Run Successful

Experiment name
QF Pat_20120426_0752

Exrors during run

Comment

S s

The behavior of this dialog depends on the Finish run setting defined in the Configuration
environment. The administrator can set the option that a run has to be released before it can be
approved. If this option is activated, the administrator can further define that the release must be
signed:

Finish run

D Run has to be released before starting approval

I this setting is deactivated, the run can be approved in the Approval environment without releasing

the run.

For further information, see the Configuration environment, page 192.
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Behavior of the plot area

The plot area has interactive functionalities:

Context menu

An area of the amplification plot can be selected. Click and hold the left mouse button and drag

the mouse pointer. A context menu appears with the options to zoom, select, or deselect

corresponding samples.

- zeom
Fluorescence: — — Cycles: —— % x: 100% 57 ¥: 4p8%

Q, Zeom /
4/ Select comesponding Samples

Fluorescence

-/ Deselect comesponding Samples /

Start fime 'Remaining time .
13:28 e —  ADOUt 4 MinUles Stop process Finish run...

Zoom the plot to

the marked area Q, Zoom
+
Select/deselect samples )/ Select corresponding Samples
in the Result table 'J" Deselect corresponding Samples
: whose plot lie
in the marked area Cancel

Close the context menu,
erase the selection rectangle

Zoom

Clicking Zoom in the context menu zooms the amplification plot to the selected area. By
rightclicking and holding down the mouse button, the cursor changes to a hand symbol ({’3) The

amplification plot area can be scrolled in all directions by moving the mouse. Double-click anywhere

in the amplification plot area to reset the zoom to 100%.
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Identification of amplification curves

Hovering the mouse over an individual amplification curve highlights the curve in the amplification
plot and displays a tooltip with the following data:

e Tube number

e Sample type

e Sample ID

® Assay type

Flucrescence: 15.4 Cycles. 328 0l X 100% 0l Y: 8%
Cyoler Operater
Cycler 1 s

Corresponding sample and plot

Comment _/i

Sample Information

Fuoresoence.

/
//| Tube: 1 ID:PC_1

V4 /| Type: PG Assay: QuantiFast Pathogen PGR +IG

The corresponding sample in the Sample Information table is highlighted in darker blue to visualize

its position in the table.
Tasks related to the Cycler view

“Managing cyclers,” page 272."

“Finishing and releasing a run,” page 255.
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Approval Environment

The Approval environment is used to search for unreleased assays and to release all samples of the

assay. The Approval environment mainly consists of 2 different screens:

e Filter screen: Used for filtering and selecting specific assays for the release process

® Approval screen: Used for checking the assay result and releasing all samples

Note: All functions of the Approval environment can be used by users with the user role “Approver”.
A user with the user role “Operator” can also access this environment, but without rights to release
data.

Assays intended to be approved can be filtered by defining search criteria. After applying the filter
options, the corresponding assays are displayed in the table next to the filter options section. To
start the release process, the assays to be approved are selected by checking the corresponding

check box and clicking Start approval.
Filter screen

The Filter screen is intended to

e Filter for not yet released assays

® Select assays to start the approval process
It consists of 2 parts:

e Filter options area at the left-hand side of the screen

® Assay selection area at the righthand side of the screen
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% B T o -

File Help

Approval | Archive e  Configuraion Cycler 1 Cycler2 Cycler 3

Filter options Assay selection
Start date. End date [ |Experiment - Assay #samples |Operator Run date Status | &
[p2022015 E‘ [02032015 E‘ +| O] Acc_20150225_0853 ACC_Standardprofile UDT 5| Gina Doe 25.02.2015 D8:53:39
[¥] Use advanced filter options » | O] ACC_20150225_0853 AGG_OptGonf_Unrestricts. 5| Gina Doe 2502 2015 085339
I Filter assays + | ]| Analyzed UDT experiment 1 APT_1P_ValidCheck 40| Andy Doe 22.02.2015 14:14:43
¥ | [J| Analyzed UDT experiment... APT_1P_ValidCheck 40| Andy Doe 22.02.2015 141443
¥ | [J| Analyzed UDT experiment 2 APT_2P_ValidCheck 2| Andy Doe 21022015 14:14:43
¥ | [J | Analyzed UDT experiment 3 Testl 42 Andy Doe 20022015 14:14.44
+| [ Analyzed UDT experiment 4 APT_1P_ValidCheck_Crop 40| Andy Doe 19.02.2015 14:14:44
Assay status Release status
| 0| CMV_20150224_0827 2Plex6PlexAP UDT 84| Gina Doe 2402 2015 08:27:36
[ Suceessiul O Unreleased
Failed Q Partially v | [J | Experiment No. 41 UDT m artus CMV RG PCR CE UDT 30| Andy Doe 2202201514:14:29
[ Pending @ Both
¥ | [J | Experiment No. 42 UDT artus HI Virus-1 RG RT-PC.._ 66 | Bob Doe 21.022015141429
[ Filter experiment name:
¥ | [J | Experiment No. 43 UDT m CMV 3Step 1Green 2Gree... 19| Cindy Doe 20.02.2015 141429
» Experiment No. 43 UDT CMV 3Step 10range 2Ciri... 19| Cindy Doe 20.02.2015 141429
[ Filter contained sample IDs =l m o = ! l:.
+ | ]| Experiment No. 43 UDT [ cMv 3 steps red on step 2 18| Cindy Doe 20.02.2015 14:14:29 N |
¥ | [J | Experiment No. 43 UDT m CMV 3 steps red on step 3... 18| Cindy Doe 20.02.2015 14:14:29
[ Filter aperator )
¥ | []|Experiment No. 44 UDT ACC_Standardprofile UDT 20| Dean Dos 18.02.2015 14:14:29
¥ | ]| Experiment No. 44 UDT ACC_Rotor36W72W UDT 20| Dean Dos 18.02.2015 14:14:29 El
[ Filter cycler serial number
v | [] | Experiment No. 44 UDT ACC_Vol_25d0_40d0 UDT 20| Dean Dos 18.02.2015 14:14:29
¥ | [T/ Experiment No. 45 UDT ™1 artus CMv RG PCR CE UDT 30| Edward Doe 18.02.2015 14:1429 v

e LT Stant spprovel

Filter options area Asssay selection area

Initially, the Assay selection area is empty. Specific criteria in the filter options have to be defined
and applied to search for specific assays. All assays matching these criteria will be listed in the

Assay selection area.

Using the check boxes, the user selects one or multiple assays to be approved. By clicking the Start

approval button the Approval screen appears.
Filter options area

By default, the filter options are set to search for assays of the last month. All other filter options are
disabled.
Date filter options

Enter a start date and an end date in the corresponding fields to filter for assays with a run start

date in the defined date interval. Dates can either be manually entered or using the date picker.
There are restrictions:

® Wildcard characters are not allowed

e Dates must be entered completely
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Filter options

Date filt Start date End date
ate filter __|
options (02022005 | (02032015 |
E! [#] Use advanced filter opfions
[ Filter assays
Assay status Release status
- [l Successiul O Unreleazed
Advanced filter ' .
h — Failed Partiall
options [ Faile ) Partially

[¥] Pending (=) Both

[ Filter experiment name

[[] Filter contained sample IDs

[ Filter operator

D Filter cycler serial number

B

Using the advanced filter options

To enable the advanced filter options, the check box Use advanced filter options () must be
checked.

Note: Filtering for fext is not case sensitive. For example, if “sample01” is entered in the Filter
contained sample IDs box, samples with IDs “Sample01” and “SAMPLEO1" are also considered as

matching samples.
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Advanced filter options

Click in the check box next to Use advanced filter options () to activate the advanced filter

options.

Filter criterion Explanation

Filter assays To filter for specific assays, activate the Filter assays check box.
All assays are displayed in a list. A check box in front of every

assay row allows selection of individual assays.

Multiple assay selections are possible to search simultaneously for

different assays.

Assay status Filter for the assay status using the radio buttons.
Possible values are:
® Successful
e Failed
e Both
e Pending

Note: The assay status “Pending” is not applicable for FDA cleared

or approved nucleic assay tests.

Release status Filter for the release status using the radio buttons. Possible values
are:
e Unreleased
e Partially
® Both

Note: The release status Partially released is not applicable for

FDA cleared or approved nucleic acid tests.

Filter experiment Filter for the experiment name by activating the check box and

name entering an experiment name.
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Filter criterion Explanation

Filter contained Filter for specific sample IDs by activating the check box and

sample IDs entering one or multiple sample IDs.

Multiple sample IDs have to be entered in individual rows without

any separators.

Filter operator Filter for a specific operator by activating the check box and

selecting an operator from the list.

Filter cycler serial Filter for a cycler serial number by activating the check box and

number entering a cycler serial number (only digits).

Reset filter button

The Reset filter button ([EJ) resets all filter options to the default values.

Apply filter button

The Apply filter button (f@f) starts the filter process.

All experiments matching the filter criteria will be listed in the Assay selection area.
Assay selection area

The Assay selection area consists of a table containing experiments. These experiments meet the

search criteria defined in the Filter options area.

Assay selection

H Experiment - Assay # samples Operator Run date Status
» | [J| ACC_20150225_D353 ACC_Standardprofile UDT 5| Gina Doe 25022015 D3:53:39
» | [J| ACC_20150225_D353 ACC_OptConf_Unrestricte. . 5| Gina Doe 25022015 D3:53:39
3 D Analyzed UDT experiment 1 APT_1P_\alidCheck 40| Andy Doe 22022015 14:14:43
3 D Analyzed UDT experiment.... APT_1P_\alidCheck 40| Andy Doe 22022015 14:14:43
B
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Row selector

The row selector " is a fool fo select and deselect assays in the assay selection table.

Single assays are selected by activating the check box O of the corresponding experiment. Use

multiple check boxes to select multiple assays.

Clicking the row selector highlights the current row in dark blue. The row selector icon changes:
Deactivated row selector

|I| Activated row selector

To highlight adjacent rows, click the first element’s row selector, hold down the left mouse button,
and move the cursor to the last element to be highlighted. All rows in between are highlighted. Use

the Control key to make multiple selections of non-adjacent rows.

Context menu

The context menu of the row selector is used to select or deselect the highlighted assay.

Select
Deselect
Invert selaction

Cancsl
Label/title Description
Select Activates the check box for all highlighted assays.
Deselect Deactivates the check box for all highlighted assays.
Invert selection Inverts the status of the check box for all highlighted assays,
i.e., selected assays are unselected and vice versa.
Cancel Closes the context menu.

Assay selector check box

The assay selector check box L1 is used to select the assays to be approved. To select all assays

for the approval process, activate the check box in the column header ([¥).

The column select icon () changes according to the number of selected assays:
L No assay selected
B one or more assay(s) selected, but not all

=N assays selected
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Experiment column

The Experiment column has the name defined before starting the run.

Assay validity

This column shows the validity status of an assay.

This field is empty if the assay is valid.

If an assay is invalid, this is indicated by a warning [ icon

The reason for an invalid status is indicated in a tooltip.

Label/title Description

Run failed A problem with the cycler or the cycler connection.

Run stopped A run was stopped manually.

Assay invalid Invalid external controls can lead to an invalid assay. For details

refer to the detailed analysis.

Analysis failed Various reasons. Contact QIAGEN Technical Services.

Assay

The Assay column has the full name of the assay(s) used for this experiment.

# samples

This column contains the number of samples.

Operator

This is the operator’s name.

Run date

This is the run date of the experiment.

Status column
This column indicates the release status of the experiment.

If this field is empty, no samples from this assay have been released yet.
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If not all samples have been released, this assay has the status Partially released. This is indicated

by the 0 icon.
If an assay is locked, the column shows a lock E icon.

If an assay is pending, this is indicated by the E icon.

Note: The release statuses “Partially released” and “Pending” are not applicable for FDA cleared

or approved nucleic acid tests.

Start approval button

Click the Start approval button to start the approval process of the selected assays. This button is

enabled if at least one assay is selected.
By clicking this button, the Approval screen is displayed. All selected assays get the status Locked.
Approval screen

Note: The approval procedure and appearance of the Approval screen may be different depending
on the plug-in of the assay used. For details regarding different approval procedures, refer to the
corresponding Rotor-Gene AssayManager v2.1 plug-in user manuals. In this manual, example

screens and procedures for the Gamma MDx Plug-in are shown.

The Approval screen is used to:

® View the result of an assay
® Release whole assays

e Create a support package to facilitate support in case of problems

The results of the samples of the previously selected assay can be checked and have to be accepted
or rejected and finally released. Assays where not all sample results have been released are saved
as partially released assays. If all sample results have been released and no test sample has the
status “undefined”, then the assay is defined as “fully released”. A fully released assay will no
longer be available in the Approval environment. This assay will be moved to the Archive

environment (see “Archive Environment,” page 182).
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Tab list

. Plots and
information—|
area

Results area —

Button bar | I

* Experiment 6368356804... |
Demo Assay l

¥ Piots and information

Rew data Processeq asta Standard curve Exzenment sork st Assey | Audt s Calibrstor

Experiment name Resction volume  Rotor type Run comment Messages
Expenment-£359)5660432396581 X T2-Weld Rotor

Run start End of run Run on SW version  Cyoler sevial no.
13032016 0000 13032016 00:00 21018 0409102

Run operator Run relessed by
Andy Doe (sdoe) System (sutomatc ally )

v Results

Results - test sampies

Pos. |[]  (Style Sampie. [Type |Samplecom.  Owput a vaue incrrcual target resut Flags
37 B B —— Sample 1 Test * Target_B1 2728 - Signal detected
5 Target_B2 7 - Signal detected
Target_AY 2120 - Signal detectsd
- Target A2 21.26 - Signel detected
40 Defts_Ct_Target A - Q05737 Signal detested
mesn_Ct_Target A 2122086 Signal detected
Delts_Ct_Target B 007588 Signal detected v
Conc. unit | Default uni v Show IC  Assay comment
———————— T et s | S

£ Ciosed Mode

The Approval screen consists of the following 4 areas:

Area

Functionality /tasks

Tab list

Plots and information

area

Results table

Button ba

Tab list

r

All assays selected in the previous step are displayed in the tab

list. This allows the user to work on multiple assays simultaneously.
In case the screen space is insufficient to fit all assays, navigation

arrows are added fo the tab list

This area contains various data about an experiment.

This area is subdivided into a number of separate tabs depending
on the selected assay and the currently used plug-in.

This area contains a table with details about the samples.

This area contains buttons to save, close, reset, and finally release

the selected sample results of the assay.

All assays chosen for approval in the previous Assay selection step are listed in the tab list. Every

selected assay is displayed as a tab with the experiment name and the assay name in the tab

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

169



header. The currently active tab is highlighted gray. The inactive tab(s) are light blue. If an
experiment contains unsaved modifications, this will be indicated by a * symbol beside the

experiment name.

A tab is closed by clicking the Close button in the button bar. The red close button at the very right
of the tab list is used to close all tabs. In case the screen size is not sufficient to display all assay

tabs, a left and right arrow symbol is displayed to navigate between the tabs.

Navigation
Modification . . arrows
indicator Active tab Inactive tab
| |
QF Pat_20120417_1017 * QF Pat_20120417_1019 —QF Pat_20120417_1032 QF Pat_20120417_1038 QF Pat_20120418_1029 svBR 20120 | cl Il
QuantiFast Pathagen PC. QuantiFast Pathogen PG... QuantiFast Pathogen PG... QuantiFast Pathogen PC... QuantiFast Pathogen PC... Rotor-Gene ose a
| button
Experimen

name  Assay name
Plots and information area

The Plots and information area is subdivided into a number of separate tabs depending on the

selected assay and the currently used plug-in (6 tabs in this example.)

Collapse— (¥ Plots and information
con

Raw data | Processed data | Standard curve | Experiment | Assay | Audit Trail }Sub tabs

50

Fluorescence

Raw data
Processed data
Standard curve

These tabs are graphic focused.

They show amplification plots of raw and processed data as well as the standard curve, respectively

(depending on the selected assay and the currently used plug-in).

Experiment
Assay

These tabs are data focused.

They show detailed data about the experiment and the assay.
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Audit Trail

This tab shows all actions that are recorded on the audit trail.

Note: The collapse icon (-¥/) is used to collapse the Plots and information or the Results area to

gain screen space for the other area. If an area is collapsed to a single row, the icon changes to

*/ for expanding the area back to the default size.

Raw data tab

The Raw data tab displays a plot of the fluorescence measured during the assay run. The line styles

and colors used in the plots are defined during the creation of the corresponding assay profile. The

availability of raw data depends on the currently used plug-in.

Collapse
ICON —f (v Plots and information . .
Graph options Coordinates
Raw data
Target ‘ ‘
selection — Tarsa't OWMS‘ Mo 000 cy 000 TE"G"‘ Options FI:0.00 Cy:0.00
menu
g 50 g 50
o — 5 10 -_1:__ 0 _:-- ) 3 Cycles e 5 10 15 ] 25 e l;-‘ Cycles
I
PCR plot
Icon Label/title Description
- “Collapse” icon Collapses the Plots and information or the Results area

Target selection

menu

Graph option

Graph option

to gain screen space for the other area.

Selects the target source used for the corresponding

plot.

This button resets the scale of the y-axis (visualization
of the fluorescence) from O to 100 fluorescence units.
The x-axis is set to a maximum value equal to the

number of cycles in the run profile.

The auto-scale button aftempts to fit the scale of the
y-axis to the maximum and minimum readings in the
data. The x-axis is set to a maximum value equal to the

number of cycles in the run profile.
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Icon

Label/title

Description

Graph option
Graph option

Graph option

Coordinates

Behavior of the plot area

The cursor changes to cross hairs () when the mouse is hovered over the amplification plot.

The current position of the mouse cursor over the amplification plot is displayed in real time in the

coordinates field.

Hovering with the mouse over the amplification curve of a specific sample opens a tooltip displaying

the following information:

Tube number

Sample ID

Sample type

Assay name (long)

Disabled in Raw data sub tab.
Disabled in Raw data sub tab.

Clicking the Full screen button enlarges the
amplification plot to maximum size. Clicking it again
will scale down the amplification plot back to normal

size.

Shows the coordinates of the mouse pointer (cross
hairs) in the amplification plot area in the amplification
plot. First, the fluorescence value on the y-axis is

displayed, followed by the cycle value on the x-axis.
FI: 2880 Cy:536

Fluorescence Cycle
value value

Coordinates are displayed only if the cursor is over the
amplification plot. Otherwise the coordinate values are
sef to 0.
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Example:

o
(=]

Fluorescence

Tube: 3 ID:PC_3
_—l Type: PC Assay: QuantiFast Pathogen PCR +IC |.._‘—_-_-:-__‘_'___—f-_‘:-_‘:._r

5 10 15 20 25 a0 35  Cycles

An area of the amplification plot can be selected by clicking and holding the left mouse button and

dragging the mouse pointer. A context menu with several options appears.

MNormalized Fluorescence

& 10 18 20 25 20 35 Cycles

Hold down the left mouse button and drag the mouse to the end point.

LY

g

7

2 #

a 02 7

El -

[ pd

3 -

L e N Sy S

E """ Q Zoom

'zﬁ (1) P R ST == +_/ Select corezponding Samples
5 10 15 20 'J( Deselect comesponding Samples

Cancel

Functions of the context menu

Zoom the plot to

the marked area Q, zoom
+
Select/deselect sumplas J’ Select cnnespnnd-ng! Samples
in the Result table ‘f Deselect comesponding Samples
whose plot lie
in the marked area Cancel

Close the context menu,
erase the selection rectangle

Note: Navigation in a zoomed amplification plot. By right-clicking and holding down the mouse
button the cursor changes to a hand symbol ({b) The plot area can be scrolled in all directions by

moving the mouse. Double-click anywhere in the amplification plot area to reset the zoom to 100%.
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Processed data tab

The availability of processed data depends on the currently used plug-in. The Processed data tab

has the same elements and the same behavior as the Raw data tab with only a few differences:

® The raw fluorescence data are normalized using the internal algorithm of Rotor-Gene

AssayManager v2.1 according to the settings of the corresponding assay profile.

® The graph options are partially different.

The following table describes only the differences to the Raw data tab.

Icon

Label/title

Description

Graph option

Graph option

Graph option

Standard curve tab

The Standard curve tab displays the standard curve as a result of plotting the Cr values of the

Disabled in Processed data tab.

By clicking the Linear scale button, the amplification
plot is displayed using a linear scale. If this option is
selected, the Linear scale button is highlighted in dark

blue color.

By clicking the Logarithmic scale button, the
amplification plot is displayed using a logarithmic
scale. If this option is selected, the Logarithmic scale
button is highlighted in dark blue.

quantitation standards on the y-axis against their concentration on the x-axis.

For easy identification, the color of the data points corresponds with the style for the individual

samples selected in the assay profile. Additionally, hovering with the mouse over the data point of

a specific sample opens a tooltip displaying the following information:

Tube number

Sample ID

Sample type

Assay name (long)
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Tube: 11 ID: Q53
Type: QS Assay: HV_QS_Plasma_1000-60_cop

Ct Value
w
@

Concentration

Note: The standard curve is only available for quantitative assays and certain plug-ins.

The Plots and information area consists of a standard curve plot area where the curve is displayed,

and an information panel with statistical information about the curve.

@ Plots and Information Graph options
Raw Data Processed Data ‘ Experiment ‘ Assay ‘ Audit Trail Coordinates
Target |
SR e ——
selection |- e (G resTaga 1] omsn e
menu ——

Green Gycling 1 Step 2
R =0880822

Efficiency = 1,037

I
Standard curve plot area

Standard curve plot area
The layout is similar to the Raw data and Processed data tabs:

® A drop-down menu to select the target
e Graph option buttons to manage the plot

e A coordinates field

The coordinates field displays Cr and concentration values of the current cursor position in the plot.

Information panel

The information panel provides information about the acquisition channel and statistical parameters

describing the parameter values of the regression analysis:

Target
Green Cycling 1 Step 2 — acquisition
R =0,99922 channel
Statistical R* = [,99545
regression M =-3236
parameters B = 38891

Efficiency = 1,037

Information panel
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The statistical regression parameters are described in the following table.

Parameter  Explanation

Efficiency

Experiment tab

R Root extracted from R2

R?  The correlation coefficient R? is a statistical parameter to measure

the fit of the data points to the regressed line. In general, the

standard curve should have an R? value = 0.990. However, the

individual limit for this value can be set during assay profile

creation.

M Slope of curve.

B  Curve offset.

Describes the amplification efficiency in a PCR.

The Experiment tab provides detailed information about the experiment.

¥ Plots and information

Raw data Processed data

Standard curve

| Audit Trail

Run comment

Run operator
su

Run released by

Experiment name Reaction volume Rotor type
QF Pat_20120417_D249 25 72-Well Rotor
Run start End of run Run on SW version  Gycler Serial No.

17.04.2012 09:49:42 17.04.2012 08:52:17 0.862 0112101

External order ID

Work list source Work list reac-only
QlAsymphony Yes

Created from worklist
WL_20120417_0858_su

Work list last changed by
su

Messages

Work list created on
17.04.2012 08:55:58

Work list last changed on
17.04.2012 08:55:58

Assay tab

The Assay tab provides detailed information about the selected assay.

¥/ Plots and information

Raw data Processed data

Standard curve Experiment | Assay |

Audit Trail

Assay profile name
‘QuantiFast Pathogen PCR +IC

Shart name
QF Pat

Version

200

# standards and controls

3

#test samples
66

Reserved rotor positions

72

Material number

Kit expiry date
01.102013

Kit lot number

138264388
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Audit trail tab

The Audit trail tab contains detailed information about any substantial events of the experiment in

adjacent order.

An example is shown.

¥ Plots and information

Rew data ‘ Processed data | Standard curve Experiment ‘ Assay | Audit Trail
Date and time User ID Message ID | Message Signed
SRS 58 su 540015 Approval: Expsriment Experiment 534716579113812101 assay QuantiFast Pathogen PCR +IC sample PC_1 in

e : tube position 1 state set from Undefined to Accepted
SRS 5 su 540015 | Approval: Expsriment Experiment-534716579113812101 assay QuantiFast Pathogen PCR +IC sample PC_2 in

tube position 2 state set from Undefined to Accepted.

Results table

All samples and external controls are listed in separate rows of the Results table. If a sample has

multiple targets, the row is further split and the results of every individual target are displayed.

Note: The appearance of the Results table may be different depending on the plug-in currently used.

For details, refer to the corresponding Rotor-Gene AssayManager v2.1 plug-in user manual.

¥ Results
| TPes. [Bd Style |Sampl._ | Type Sample 6o, |Overall sa_ | Output ct Value Conc. Individual target re.__ | Flags 2
2| W —|WT1 Qs ¥ Valid Wild-Type are . 777 Signal detected - [}
Wl
Results __| 48 G Wild-Type 34.04 - - Signal detected
area VBITF 3590 . 11,74 Signal detected
Uil
IC VB17F 3399 - -| Signal detected
4 W — T2 as * Veld Wild-Type 3344 - 134,35 Signal detected -
1Wm v
3 e on T BRaTT
Cone. unit | Default unit [ [ Show standards / controls [AshowiC  Assay comment
\ Create support package ] Save and close Arsel Save
@ Closed Mode

The Results table in this example contains the following columns.

Row selector

The row selector " enables the user fo select and deselect samples in the results table.

Selecting single samples is simply done by activating the check box L1 of the corresponding

sample. Use the row selector to select multiple samples.

Clicking the row selector highlights the current row and the row selector icon changes. The

highlighted row will be colored in dark blue.
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b .
Deactivated row selector

|I| Activated row selector

To highlight adjacent rows, click the first element’s row selector, hold down the left mouse button,
and move the cursor to the last element to be highlighted. All rows in between are highlighted. Use

the Control key to make multiple selections of non-adjacent rows.

Context menu

The context menu of the row selector is used to select or deselect the highlighted assay.

Copy Ctrl=C

Show curves
Hide curves
Imvert selection

| Cancel
Label/title Description
Copy Copies the content of the selected rows to the clipboard (the
individual cells are separated by tab characters; the row start is
characterized with a carriage return).
Show curves Shows the curves of the selected samples in the amplification plot.
i Hides the curves of the selected samples in the amplification plot.
Hide curves
Invert selection Inverts the row selection.
Cancel Closes the confext menu.

Graph selector check box

The graph selector check box [ is used to show or hide the amplification curve of the selected

sample.
L1 Hide the amplification curve of the sample.

B4 show the amplification curve of the sample.
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The column select icon changes according to the number of selected samples.

v

Column select icon —
b

b

L No sample selected

Results

Standards / controls

Pos.

6] /M
7 g/m
g

Style

El One or more sample(s) selected, but not all

b4 Al samples selected

Sample ID
Pozitive Control

Megative Control

Positive control Test 1

Click the column select icon to easily select or deselect all samples.

Line color and line style

These columns are used to display the line color and style of the PCR amplification curve used for

the sample.

Sample ID

This column displays the sample ID of the sample (as defined during work list setup).

Type

This column displays the type of sample. Possible values are:

Test Test sample

NTC No template control

PC Positive control

EC+ Positive extraction control
EC- Negative extraction control

QS Quantitation standard

Note: Some sample types are only available for certain assays and plug-ins.
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Sample comment

A comment can be entered for every sample. A maximum of 256 characters is allowed. Comments

already entered during work list setup are shown.

Overall sample result

The overall sample result from analysis of the external control or test sample. Possible values are

“Valid”, “Invalid” or an assay specific overall sample result.

Output

Al targets relating to the external control or test sample. Each target is displayed in a separate row

and appears in the order defined in the assay profile.

Ct

Calculated Cr value for the target.

Valve

The value for the target defined in “Output” determined according to calculations defined in the

assay profile.

Conc. (concentration)

The concentration of the target, if the assay is quantitative.

Individual target result

This field displays the analysis result as “Signal detected”, “No signal”, “INVALID”, or as an assay

specific target result.

Flags

Flags are exceptions identified by Rotor-Gene AssayManager v2.1 analysis. Possible flags are

listed in the corresponding Rotor-Gene AssayManager v2.1 plug-in user manual.
Results table options

Note: The Results table options differ from plug-in to plug-in. Refer to the relevant plug-in manual

for details. An example is shown:

Conc. in | Sample | ¥ Cone. unit | Default unit v [¥] Show standards / controls [l Show 1C Assay comment
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Button

Note: The available functions in the button bar differ from plug-in to plug-in. Refer to the relevant

plug-in

bar

manual for details.

Title/label

Explanation

Save and close

Reset

Releaze [ report data. ..

A *.pdf report file is saved in the folder defined in the Configuration environment, under

10

Saves all changes and closes the current assay. No test
results will be released.

Discards all unsaved changes.

Note: Visualization options, such as Show IC, check boxes

of samples, efc., are not changed.

Saves all changes; remains in this dialog. No test results

will be released.

Closes the selected experiment. If there are unsaved

changes, a warning will be displayed.

Opens a dialog fo release test results and create a report.

The status of the assay is set to “Fully released”.

Setting/Local Settings/Folders for exporting/Report folder.

{7 Rotor-Gene AssayManager

File

Help

»

ENI

Archive

Local Settings

Default data export directories

|

Report folder

| ChUsers\Public\Documents\QIAGEN\Rotor-Gene AssayManager\Exporf\Reports

[ Export results to LIMS
LIMS output folder

| CAUsers\Public\Documents\QIAGEN\Rotor-Gene AssayManagerExporfiLIMS
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Archive Environment

The Archive environment is used to search for released assays, to generate experiment reports using
predefined report profiles and to import run experiment data into the Archive. Note that filtering in
the Archive environment is limited to the currently active archives. Inactivated archives are not
included in the filtering. Different archives can be activated or deactivated using the Archive

Management tab in the Configuration environment.
The Archive and the Approval environments have a very similar layout.

Note: After finishing, the status of an assay can be one of the following:

e Unreleased: assay has not been released yet

e Fully released: assay has been released

Unreleased experiments can be accessed in the Approval environment.
Fully released experiments can be accessed in the Archive environment.

Note: FDA cleared or approved nucleic acid test can only exhibit the status “fully released” in the

Archive environment.

The main tasks (searching and reporting data) are carried out in 2 different screens:

e Filter options and assay selection screen

e Showing assays screen
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Filter screen

7 Rotor-Gene AssayManager 1 |

" 5 NN

File  Help

Filter options

Start date End date
11.022016 11.052016

[ use advancea filter options

Assay selection
[ | Experiment -

» | | Analyzed plugin experiment 1

[ Analyzed plugin experiment 2

[ Analyzed plugin experiment 3

[]| Analyzed plugin experiment 4

[]| Analyzed plugin experiment 5

| Analyzed plugin experiment &

| Analyzed plugin experiment 7

| Analyzed plugin experiment 3

O |imported experiment

Import experiment Remove

o)

Atianta

Assay #samples |Operator
APT_1P ValidCheck 40| Andy Doe
APT_2P_ValidCheck 2| Andy Doe
Quant_&T_JAKZ 5| Andy Doe

[ APT_1P_validCheck_Crop... 4D| Andy Doe
artus_CM\V_blood200_QS 45| Andy Doe
artus_HBV_plasma1000_QS 13| Andy Doe
artus_HIV-1_plasma1000_QS 14| Andy Doe
2010-07-20_HSV1_3xLOD._. . 17| Andy Doe
APT_1P_ValidCheck 62| Extemal

T

ported experiment(s).

Run date Status
10.05.2016 11:55:18 n ]
09.05.2016 11:55:19
08.05.2016 11:55:19
07.05.2016 11:55:20
06.05.2016 11:55:21
05.05.2016 11:55:21
04.05.2016 11:55:22

03.05.2016 11:55:22

AR U S === =

23.02.2016 14:20:15

Show assays

Filter options area

The Filter screen is used to search for and select partially or fully released experiments. The layout

and behavior is identical to the Filter screen of the Approval environment.

The only differences are:

Assay selection area

-

® Experiments with a status of “partially released” (), “imported” (E) or “fully released”

() are shown.

Note: The release status “partially released” is not applicable for FDA cleared or approved

nucleic acid fests.

o The Show assays bution ([8) is shown instead of the Start approval button.

In addition, it is possible to import Rotor-Gene AssayManager v2.1 experiments (e.g., from another
computer or database) via the Import experiment button (E) Select the *.rgam file of interest and
export the complete experiment into the archive. Imported experiments can be removed via the

Remove imported experiment(s) button () The Remove imported experiment(s) button is only

visible if at least one experiment was imported.

For experiment import, *.rgam files are necessary. Refer to the Show Assays screen (page 184) to

export experiment raw data.

For details about the functionality of the Filter options area, see “Filter options area,” in the Approval

environment, page 162.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

183



Show Assays screen

The Show Assays screen of the Archive environment is used for the following tasks:

® Check experiment data of fully released experiments
e Create a support package to facilitate support in case of problems

® Print reports as a *.pdf file

The layout of this screen is very similar to the Approval screen in the Approval environment. Some
functions are disabled here, e.g., the approval buttons in the results table and the assay comment

field. Released assays cannot be modified.

r —
5 Rotor-Gene AssayMarager 0 . . - LER L] L L) S
o= (=)
Tab list— Coumr_4T,_JARZ - H
==
Plots arsd mlerrmatsorn
P dsta Frocessed a Ermndars curve Erperment Nork st | Assay st trod
Expermars rame Hraswon vohame  Rutor e Fun somment wrsiages
Plots and APBYDE S GSHTert 1 e F2-ies Feaor
Information
area Fun start Erd of P on PW version  Cyreber savial o
18122011 2000 16 122011 06.00 2100 1109104
Bun operater [pe—r—
Fred Doe (o8] Syaters (mtomati sby)

vor ([ Wyl Sampl Type  Semples [Oversiss | Ouipet Insant target Tlag a
z2E@m AT1 as i Wkl Type T Sagrisd desected ]
1
Results area —| IC Was-Type M
VEATE =50
i Vet LT < :
= veda i Ty N 13436 Sirsioemcted  SPIKE
H 3 e RS s v
Cone. unit | Detoull unt B8 Erorw stancimrsis ¢ conios & Ehow i ¥aay comment

Button bar— ||| [ crwe ssonsmasse| | ian T
T
| | /

Button bar

[ Create support package. .. J
1

Rotor-Gene AssayManager v2.1 has a builtin support function. In case problems with a specific
experiment occur, a support package can be generated. This file can be sent via email to QIAGEN
Technical Services. Click Create support package (), to generate the support package. A save
file dialog is opened to select the target directory for the support package.

The name of the generated support package has the format: <Experiment name>_<Assay

name>_<Timestamp>.zip
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The default directory for saving the support package file is set in the Configuration environment

under the Settings tab, Local Settings area, in the Support packages option (page 204).

-
i Rotor-Gene AssayManager

Py T

| CiUsers\Public\Documents\GHAGEMNYF e] Assay \mport\iRotorGenei:

B import QlAsymphony work lists

| CiAUsers\Public\Documents\CHAGEMF Gene Assay \importvQl

Pl

D Auto import of QlAsymphony work list (closed mode)

Support packages

—]b‘i CAUsers\Public\Documents\GAGENF Gene A P,

rexfile Export i

The Export button (E) exports raw data of experiment/s to a *.rex file, *All .rex files, *.rgam-ile,

*All .rgamfiles, *.zip-archive or *All .zip-archives (selected from drop-down list).

Report data

The Report data button () creates a report of the experiment as a*.pdf file.

e

The Close button (E) closes the Show Assays screen and returns to the Filter screen of the Archive

environment.
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Service Environment

The Service environment contains the Audit Trail tab and the Re-usable Data tab.

Audit Trail tab

The audit trail is a record of all user actions. All actions are traced in the audit trail and can be
filtered and printed out. The Rotor-Gene AssayManager v2.1 audit trail is designed based on
guidelines in FDA CFR Title 21, Part 11 Electronic Records, Electronic Signatures.

All activities of a user are logged in an audit trail categorized in 8 different contexts:

® Installation

e User

® Session

e Profile

® Seftings

e Cycler

e Work list

® Experiment

The content of the audit trail can be accessed using the Service environment. Here, various filter
criteria can be selected and applied. The Audit Trail tab contains 2 areas:
e Filter area

e Results table
There is a Print to PDF button

The user defines filter criteria in the Filter area and applies the filter. All entries in the audit trail

matching the filter criteria will be listed in the Results table.
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Filter Messages
i ) The messages 2re shown in the
Date & time User (D system language. If the lanquage file
was not found, the messages will be
Dats from Time from @Allusers UserD @Al Experiment name shown in English. (920002)
02052015 @00 || Ormsuser L || Ospeare
Date to Time to O Spesific
N 02032015 [ | 23599
Filter area —{
Context Computer Signed actions Message ID
Instalti a
il lpmiataion (O This computer @ All actions @A D
E L]

B user ® Al computers © Signed only © Specific
] Session .
Language  (® Systemlanguage () English [ Reset fiter seffings |

Results

Context Date & Time User Experiment Message ID Text Signed

Session 02.03.2015 08:15:23 Gina Doe (su) 1030012 su logged in successfully in User Defined Test Mode.

‘Session 02.03.2015 10:36:13 Gina Doe (su) 1030016 Application unlocked successfully for the user: su.

Session 02032015 11:22:34 | Gina Doe (su) 1030016  Application unlocked successfully for the user: su

Results table —|
"Prntto POF |

The content of the matching entries in the Results table are not editable; the table cannot be sorted.

It is possible to select a row and copy the content to the clipboard using the CTRL+ C shortcut.

A *.pdf report file of the matching entries can be generated by clicking the Print to PDF button.

Filter area

Filter

Date & time E User Experiment
Date from Time from ® Allusers  UserlD @Al Experiment name
[02.03:2015 [ oo:00:00 | O This user | | O Spesific
Date to Time to O Specific
[02.03.2015 [ 235 |

m Context E Computer E Signed actions Message 1D
v il Fy
[0 e © This computer (® Al actions @ A 1D
e User (®) All computers (O signed only O Specific l:l
[ session >

Hj | | 0

The features of the Filter area are described in the following table.

Filter Explanation

Date & time Enter a date in the Date from and Date to fields either manually or

using the date picker. Enter a time in the Time from and Time to

fields.
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Filter

Explanation

B User

All users
This user

Specific

Experiment
All

Specific

E Context

E Computer

This computer

All computers

Signed actions

Activate to filter for all users.
Activate to filter for the current user.

Activate and enter a user ID in the User ID field.

Activate to filter for all experiments.

Activate and enter a name in the Experiment name field.

Select a context to filter for from the Context menu by activating
the corresponding check box. Multiple selections are possible. By

default all check boxes are activated.

[ Instaliation

[#] User

[#] Se=sion
[ Profile

[#] ettings
[l Cycler

[l Workiist
[¥] Experiment

If Rotor-Gene AssayManager v2.1 is installed in a network on
multiple computers, this setting allows filtering for a specific
computer name. It can only be switched between all messages
and those messages related to the local computer. In a single

computer installation environment, this sefting is less useful.
Activate to filter for the computer in use.

Activate to filter for all computers.

The administrator can define in the Settings tab of the
Configuration environment that the release of a run and the
release of test results have to be signed (see Signing release of a
run option, page 197, and Signing release of test results option,
page 201). This filter option is used to filter for signed actions

only.
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Filter Explanation

All actions Activate to filter for all actions.

Signed only Activate to filter for signed actions only.

Message ID

All Activate to filter for all messages.

Specific Activate to filter for specific message(s) and enter a message ID in
the Message ID field.

2] Language Select a language.

) Reset filter settings ~ Reset the Filter settings to the default values (see below).

Apply filter Apply the selected filter criteria. All entries in the audit trail

matching the filter criteria are listed in the results table.

The default values and selections for the Filter area are as follows:

Filter Default setting

Date from Current date

Date to Current date

Time from 00:00:00

Time to 23:59:59

User All users activated
Computer All computers activated
Signed actions All actions activated
Message ID All activated
Experiment All activated

Context All check boxes are selected
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Results table

The results table lists all entries in the audit trail matching the filter criteria.

Results

Context Date & Time Experiment Message ID | Text Signed
 Session 02.03.2015 08-15:23 Gina Doe (su) 1030012 su logged in in User Defined Test Mode.

Session 02.03.2015 10:36:13 | Gina Doe (su) 1030016 Appll;:illun unlocked successfully for the user: su

Session 02.03.2015 11:22:34 Gina Doe (su) 1030016 Application unlocked successfully for the user: su.

The contents of the matching entries in the Results table are not editable, and the table cannot be

sorted. It is possible to select a row and copy the content to the clipboard using CTRL + C.

Columns of the Results table are described in the following table.

Column

Description

Context

Date & Time
User
Experiment
Message ID

Text

Context of the entry
Possible values are:

e |Installation
® User

® Session

e Profile

® Seftings

e Cycler

o Work list

® Experiment

Date and time

Name of the user logged in the audit trail

Name of the experiment logged in the audit trail
ID of the message

Text of the audit trail message
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Column Description

Signed Indication if the audit trail entry is signed or not
Print to PDF button
rint bo PO

Print the audit trail messages to a *.pdf file.
Re-usable Data tab

Note: The Re-usable Data tab is not intended for use with FDA cleared or approved nucleic acid

test.

Tasks related to the Service environment

“Working with audit trails,” page 265.
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Configuration Environment

The settings of Rotor-Gene AssayManager v2.1 can be adjusted in the Configuration environment.

Furthermore, different users, cyclers, archives, assay profiles and report profiles can be managed.

Note: Only users with the role Administrator can access this environment.

The Configuration environment is organized in 6 different tabs.

Il Rotor-Gene AssayManager

File Help

»

Setup

Ap val [ Service Configuration
; Sé-r-t-i-ngs;m: User Management Cycler Management Archive Managemant Report Profiles

Configuration environment is organized in six tabs

The following table shows the tabs and their assigned functions.

Tab Assigned functions

Seftings e Define global settings

® Define local settings

User Management e Add user
e Edit user data
e Modify user roles
e Change password

® Activate/deactivate user

Cycler Management ® Set up new cyclers
® Remove cyclers

e Enter next verification date

Archive Management  Activate/deactivate archives

Assay Profiles e Activate/deactivate assay profiles

® Import assay profiles
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Tab

Assigned functions

Report Profiles

Note: FDA cleared or approved nucleic acid tests provide a fixed

content and layout for the report. Report profiles are not

applicable.

Tasks related to the Configuration environment

“Administrative Tasks,” page 267.

Settings tab

The Settings tab is divided in 2 areas:

e Global Settings

® Local Settings

Global Settings are stored in the database. They are “global” for all clients connected to the

database

Local Settings are only applied to the currently used computer.

Seﬂi%gg

Global
Setftings — |

Local
Seftings |

Rotor-Gene AszayManager

Filz= Help

Settings

S =Y -

Setup Approval Archive Service Configuration

["| Global Settings

Note: Thematically associated settings are bundled in group boxes. Every group box has a title.

Title —

Local Settings

Finigh run

"Finis

v

] Run has to be released before starting approval Gro_uﬂ box}l‘hara
run
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Global Settings area

Miscellaneous settings are defined in the global settings. These are bundled in 7 group boxes.

Global Settings

qurI( list

(O Use work list name
(®) Selsct pattemn

Format of generated experiment names
AS1_AS2_AS3_20110513_0430

User- section

E Assay profile short names
[ Date

[ Time

[ Cperator

Format of generated work list names
'WL_20110513_0430_Operator

User- section

[T

[ Date
B Time

[ Cperator

D Enable processing of unclear samples

[ Enable checksum for LIMS import

Closed mode UDT mode
] Material number required [] Material number requirsd
[ 'valid expiry date required []'valid expiry date required

[ Lot number requirsd [ Lot number requirsd

Finish run m

EAnalysis ! Approval

D Run has to be released before starting approval

D:

D Enable to set assay to valid (UDT mode)

[[] Release of test results has to be signed

Reporting

Cycler verification

Page header image .
o g ‘ [] Disable unverified cyclers

G
Password renewal interval

Report concluding image

E Use CLIA compliant password rules

No Image Configured

BN |

x| N

Auto-lock timer

No Image Configured ’
minutes

The group boxes are:

° Experiment

o [ Finish run

° Reporting

o 3) Work list

o [ Andlysis/Approval

° Cycler verification management
° User management
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Group box Experiment

The seftings in the Experiment group box define the default naming scheme for experiments. To
apply a work list, an experiment name must be entered. The user can either enter an arbitrary name
in the Experiment name field (n) or let Rotor-Gene AssayManager v2.1 automatically generate a
default name by clicking Default name () This default name can be configured in the Experiment
group box.

Rotor-Gene AssayManager

File Help

»

Setup Approval

Summary

Experiment name

Defzult name 2

Experiment

© Use work list name
(8) Select pattern

Format of generated experiment names

AS1_AS2_AS3 20110513_0430

A Ha

User-definable section

E Assay profile short names
B Date
B Time

[ operator

Activate Use work list name (N§I) to use the same name as given to the work list that is applied.
Activate Select pattern (J¥¥J) to define a specific naming scheme.

The Format of generated experiment names field ((¥&J) displays the current work list name

definition.
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The Format of generated experiment names field is empty if the Use work list name button is
selected.

(®) Use work list name
(O Select pattern

If the Select pattern button is selected, the resulting experiment name is shown in this field.

(O Use work list name
(® Selsct pattern

Format of generated experiment names
QIAGEN_20120217_0836

The scheme for the default name ([¥¥0) consists of 5 options:

e User-definable section

® Assay profile short names
e Date

e Time

e Operator

Activating the check box in front of the last 4 options includes these in the experiment name. The

"u ou

options are separated by a (underscore) character in the experiment name. A user definable

section with a maximum of 15 characters is entered directly in the corresponding field. The order
of the individual information cannot be changed. If a user definable section is entered, the resulting

experiment name will always start with this section.

Rotor-Gene AssayManager v2.1 is delivered with the following default settings:

Format of generated experiment names

Exp_AS1_AS2_AS3_20120327_1359

User-definable section

Exp

E Asgsay profile short names

[¥] Date
[+ Time

] Operator
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The text in the field Format of generated experiment names,
here Exp_AS1_AS2_AS3_20120327_1359, results from:

® Exp: the input in the User definable section
® AS1_AS2_AS3: the Assay profile short names
e 20120327: the current date

® 1359: the current time
Group box Finish run

The user can set this option for finishing a run:

® If a user must release a run before the approval can be started

® If a user must sign the run release by entering the password

Finizh run

EEI—D Run has to be released before starting approwval

If the check box Run has to be released before starting approval ([EMJ) is activated, the user must
click Release (or Release and go to approval) after a run has finished to transfer the experiment to

the Approval environment.

Unless an experiment is released this way, it will not be listed in the Approval environment and

cannot be approved.
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Position Name Run status

[ ] Cycler 1 Run Successful

Experiment name

QF Pat_20120425_1343

Errors during run

Comment

Release Release and go to approval g
(S | —
I

User must release experiment

The check box Release of run has to be signed (B is available only if the check box Run has to
be released before starting approval ([ZHJ) was activated before.

If the Release of run has to be signed option is activated, the Release and Release and go to approval

buttons are disabled until the correct password is entered.

The user must sign the release by entering his password in the Password field. If the correct
password is entered, then the Release and Release and go to approval buttons are enabled. The

user can then release the experiment to the Approval environment.

Position MName Run status

[ ] Cycler 1 Run Successful

Experiment name

QF Pat_20120425_1334

Errors during run

Comment

Fassword

‘ |4—

Password field

| Release Release and go to approval | -
T

Buttons disabled initially; they are enabled
r user has signed with a valid password.
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Group box Reporting

The Reporting group box is used to customize the layout of reports using images. This is not

supported for FDA cleared or approved nucleic acid tests.

Group box Work list

The Work list group box bundles various options concerning work lists, e.g., the naming scheme

for default names, requirements for material numbers, etc.

Work list

Format of generated work list names
WL_20110513_0430_Operator

User-definable section

[wL

[#] Date
Bl Time

[¥] Cperator

D Enable processing of unclear samples
4 E Enable checksum for LIMS import

Closed mode UDT mode

] Material number required [ Material number required
EE— [ Walid expiry date required [ \alid expiry date reguired m

[ Lot number required [ Lot number required

The field Format of generated work list names ([BEl) displays the current default work list name
definition, as it results from the selected options with the User definable section ([239]).

The entry and selections in define the default name for manually created work lists.

When the user manually creates a work list in the Setup environment, a work list name must be

entered in the Properties step.
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-
[ Rotor-Gene AssayManager ‘ |

File Help

B IT

Archive Service Configuration

Creat
Assays Properties
Work list name
Kit information |
Samples Drefault name 2

Work list

The user can either enter an arbitrary name in the Work list name field (Jil) or let Rotor-Gene

AssayManager v2.1 automatically generate a default name by clicking the Default name button (B

).

The scheme for the default name in can consist of up to 4 options:

® User-definable section
e Date
e Time

e Operator

Activating a check box for any or all of the 3 latter options includes this information in the work list

won

name. The options are separated by a (underscore) character in the work list name. A user
definable section with a maximum of 15 characters is entered directly in the corresponding field.
The order of the individual information cannot be changed. If a User definable section is entered,

the resulting work list name will always start with this section.

Rotor-Gene AssayManager v2.1 is delivered with the following default settings:
Format of generated work list names

WL_20120327_1319

User-definable section

| wL

[ Date
[ Time

[] operator

The text in the field Format of generated work list names, here WL_20120327_1319, results from
the input in the user-definable section WL, the current date 20120327, and the current time 1319.
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Note: The Enable processing of unclear samples check box function ([[B¥e]) is not applicable for

FDA cleared or approved nucleic acid tests.

If the Enable checksum for LIMS import check box ([B2ZJ) is activated, the checksum algorithm is
applied for work list import from a LIMS. If not activated, Rotor-Gene AssayManager v2.1 does not

verify the checksum of a work list to be imported from a LIMS.

The options in and B refer to the creation of a new work list. In this first step of the work
list creation process, the user enters the number of test samples. Optionally, the user can enter the

material number, kit expiry date, and the lot number in the kit information dialog.

If the check boxes (B and [EXA) in front of the options material number, kit expiry date, and
the lot number in the work list group box are activated, the associated entries in the imported work
lists are mandatory during work list setup. If the check boxes are not activated, the associated

entries are optional.

These options can be set independently for work list setup in Closed mode (options in [[Blel) and
UDT mode (options in [REAN).

Note: The UDT mode is not intended for use with FDA cleared or approved nucleic acid tests.
Group box Analysis/approval

These settings influence the Approval environment.

Analysis | Approval

m [] Enabile to set assay to valid (UDT maode)

[[] Release of test results has to be signed

The option of the check box Enable to set assay to valid (UDT mode) (JZ5J) is only available in the

UDT mode and not intended for use with FDA cleared or approved nucleic acid tests.

If the check box Release of test results has to be signed ([ is activated, the release of test results

in the Approval environment has to be signed with the approver’s password.

The following examples illustrate this behavior by comparing the deactivated/activated Release of
test results has to be signed ([Z%2)) check box and the resulting dialog in the release step of the

Approval environment.
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@ Release [ report Data

Messages

After releasze, the test resulis are moved
to the archive. (2070139)

[N S—

User releases test samples simply by clicking OK.

@ Release { report Data

Pascword

Messages

Enter your password to sign your
approval electronically. (2070193

After release, the test results are moved
to the archive. (2070139)

)

The approver’s password must be entered before test samples are released.

The OK button is disabled by default and is activated once the correct password is entered.

Group box Cycler verification management

Cycler verification management

Iﬁ [[] Disable unverified cyclers

Rotor-Gene AssayManager v2.1 continuously checks the status of connected cyclers concerning

verification.

The option Disable unverified cyclers check box ([[Z5l) determines if cyclers with a verification

status past due are automatically disabled or not.
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Check box Disable unverified cyclers activated

Cycler verification management

[¥] Disable unverified cyclers

If the verification of a cycler is already expired, the cycler's status is set to Needs verification. This

cycler is no longer available for experiments.

To enable a cycler again, a temperature verification needs to be performed. An administrator needs
to enter a valid, future Next verification date in the Edit cycler dialog (see arrow). See “Editing

cycler settings,” page 275.

Fasition

|
Name Serisd namber
ok | oz
Owptical configuraton
| e
Maxt venication Darys untll rait venfcation
—{=[0e2012 C RS

WVarification comment

Check box Disable unverified cyclers deactivated

Cycler verification management

[ Disable unverified cyclers

If the check box is deactivated, cyclers can be used for experiments even if the verification is already

expired.
Group box User management

The settings in this group box influence the password renewal interval, password rules and the auto-

lock timer.

User it

Password renewal interval
Bl Use CLIA compliant password rules

Auto-lock timer

minutes
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The Password renewal interval setting (JEMMl) defines the time interval for a renewal of user

passwords. The value must be in the range of 0-999 days.

Note: If the value is set to O, the password never expires.

If the Use CLIA compliant password rules checkbox (€3 is activated, users must use CLIA
compliant passwords. This means a password has to contain at least 2 upper case characters, 2

lower case characters, 2 numerical characters and 2 special characters.

If the Use CLIA compliant password rules checkbox is deactivated, a password must have at least 8

and no more than 40 characters.

The Auto-lock timer setting ([€B€}) controls the auto-lock function. If there is no user interaction, the
application will be locked automatically after the time defined in this field. The value must be in the

range of 0-60 minutes.

Note: If the value is set to O, the auto-lock is deactivated and the application will never be locked

automatically.
Local Settings area

The user defines export directories and source directories for the local installation. These defined
settings are applicable only to the local computer. The user can define a specific directory by

clicking Browse and selecting the specific export/source directory.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

204



Local Settings

Default data export directories
Report folder —
[ CUsersiPublic\Documents\QIAGENRolor-G \ExportiRepor | [ Browse |
Export
[ Export results to LIMS directories
LIMS5 output folder
[ [ ciusersPublicDocuments\QIAGEN Ralor-Gens A ExporfiLIMS | [ Browse |
Default data source directories
Assay profiles for assay development —
[ CaUsers\Public\Documents\QIAGEN Gene Assay g yProfi | [ Browse |
Assay profiles for import
8] | ciUsers\Public\Documents\QIAGENE Gene A \Import\AssayProfik | [ Browse |
Assay profiles for export
E ‘ CAUsers\Public\Documents\iQIAGEN\Rotor-Gene \Exp yProfil | [ Browse ]
Rotor-Gene experiment template files (.ret)
[ | ciUses\PubliciDocuments\QIAGENF G \Import\Experii | [ Browse |
Rotor i template files { qut)
| GaUsers\Public\Documents\QIAGENIRotor-Gene A ImportiCy ] | [ Browse |
[ Load sample IDs from QS SP [ Enable ear sample:
‘ C | | Browse |
E Import Rotor-Gene AssayManager work lists
II ‘ CUsers\Public\Documents\QIAGENF -Gens y igerimpor y ] | l Browse ]
E Impart QlAsymphony work lists
] | ciUsers\Public\Documents\QIAGEN Rotor- Gens Assay gerimportiCQlAsymphonyWorklists | [ Browse |
[ Auto impert of Qlasymphony work list (closed mode) OHice e | Source
| C\Users\Public\Documents\QIAGEM\R otor-Gene AssayMana | [ Browss | directories
Bl Impart LIMS work lists
[d [ chusersiPublic\Documents\QIAGEN Rotor-Gene AssayManagerimportiLIM i | [ Browse |
Experiments for import {closed mods)
[ CiUsersiPublic\Documents\QIAGENRotor-Gene A Imporf\ExperimentsiorCiossdhods. | | Browse |
Experiments for import {user defined test mode)
[ causers\iPublic\Documents\QIAGEN Gene Assay geriimpor i UDTMode | [ Browse |
Exported experiments {closed mode)
[ CUsersiPublic\Documents\QIAGEN\Rator-Gene A \Export Experi losedMode | | Browss |
Exported experiments {user defined test mode)
[8] | ciUsers\PubliciDocuments\QIAGEM Rotor-Gens Assay a i UDTMode | [ Browss |
Report profiles
[ [ CiUsersiPublic\Documents\QIAGENTF G portProfiles | [ Browse |
Support packages
[®] [ causersiPublicDocuments\QIAGEN Rotor-G ackages | [ Browse |
Rotor-Gene experi {-rex} for assay profile testing
ﬂ | CiAUsers\Public\Doc uments\QIAGEMNF Gi 1y gerRexForissayTest | [ Browse ]

Report folder

Target directory where reports generated in the Approval or Archive environment are saved.

] uMS output folder

Target directory where export data for a LIMS are saved. Initially, this option is disabled. To enable

this option, the associated check box Export results to LIMS must be activated.

] Export results to LIMS

If this check box is activated, results released in the Approval environment are exported in a LIMS
compatible file to the specified directory. The target LIMS system must be configured in a way that

it searches for new files in the same directory as specified here.
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Assay profiles for assay development
Source directory for assay profiles for development in UDT mode.

Note: This is not relevant for Closed mode assays (i.e. FDA cleared or approved nucleic acid tests).

2] Assay profiles for import

Source directory for assay profiles to be imported into the Rotor-Gene AssayManager v2.1

database via the Assay Profiles tab in the Configuration environment.

I3 Assay profiles for export

Source directory for assay profiles to be exported into the Rotor-Gene AssayManager v2.1

database via the Assay Profiles tab in the Configuration environment.

Rotor-Gene experiment template files (.ref)

Source directory for Rotor-Gene experiment template files (*.ref) used in the Development

environment of the UDT mode.
Note: This is not relevant for Closed mode assays (i.e., FDA cleared or approved nucleic acid tests).
Rotor-Gene quantitation template files (.qut)

Source directory for Rotor-Gene quantitation template files (*.qut) used in the Development

environment of the UDT mode.

Note: This is not relevant for Closed mode assays (i.e. FDA cleared or approved nucleic acid tests).

Directory

Source directory for QlAsymphony sample IDs to be imported into Rotor-Gene AssayManager v2.1

with the option to import “unclear” samples.

E Load =ample |Ds from Q5 SP E Enable import of IDs for unclear samples

[ Import Rotor-Gene AssayManager work lists

El Import Rotor-Gene AssayManager work lists

Import QlAsymphony work lists
EI Import QlAsymphony work lists

Import LIMS work lists

Bl Import LIMS work lists
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Rotor-Gene AssayManager v2.1 can import work lists from other Rotor-Gene AssayManager
installations, QIAsymphony and LIMS. The user can select which of these 3 import options shall be

available by activating the check boxes [, [} and 4.

The import type menu in the Setup environment will be populated with the selected import options

accordingly.

Import Type: [ Fotor-Gene Asse ¥ ]
ClAlnkLIMS
QlAsymphony
Fotor-Gene AssayhManager

Experiments for import (closed mode)

Source directory for closed mode experiments to be imported into the Rotor-Gene AssayManager

v2.1 database via the Import experiments function in the Archive environment.

Experiments for import (user defined test mode)

Source directory for user defined test mode experiments to be imported into the Rotor-Gene

AssayManager v2.1 database via the Import experiments function in the Archive environment.

Exported experiments (closed mode)

Destination for *.rexfiles exported from the Archive environment (Closed mode).

[®) Exported experiments (user defined test mode)
Destination for *.rexfiles exported from the Archive environment (User Defined Test mode).

Note: This is not relevant for Closed mode assays (i.e. FDA cleared or approved nucleic acid tests).

I3 Report profiles
Directory for importing and exporting report profiles.

K€Y support packages

Destination for support packages created from the Approval or Archive environment.

I3 Rotor-Gene experiments (.rex) for assay profile testing

Source directory for Rotor-Gene experiments (*.rex files) to be tested in the Development

environment of the UDT mode.

Note: This is not relevant for Closed mode assays (i.e. FDA cleared or approved nucleic acid tests).
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Tasks related to the Settings tab
“Managing cyclers,” page 272.
“Creating/editing a work list,” page 237.
“Finishing and releasing a run,” page 255.

“Managing users,” page 277.
User Management tab

The User Management tab provides an overview of all configured user profiles and the possibility

to manage these user profiles. For details about users and their roles refer to “User roles,” page 88.

The User Management tab consists of 2 parts:

® Registered users table

e Button bar

Regivered usery |
Ve a Frul name Lant rumme L |
o b anzy Do Cperter Ed
o | mamrer ey Curer Cpermar E
o | bkom Bets - Cpaeater E
v e oy e p— 7
o o%e Do ooe AssayOeveinger E
bl — Ly S Registered
ot Frea Do Administratod users table
Pt Gawanes S8 Bologna Opemor E
b Lrorants i Ve Dpeesiter
| micuns Mahstangeiz Dowrarsty Upenaten
W mant Rattaeic Sam Operior E
o s e Supertiner ]
Check box —t— 5 snow sty nemvmin user profies  Rewesnmst W i Button Bar

Registered users table

The Registered users table lists all user profiles already configured in Rotor-Gene AssayManager
v2.1. A user profile can be activated or deactivated. To display a deactivated user profile in the
table, the Show only activated user profiles check box must be deactivated. The activation status of

a user profile is displayed in the first column of the table.
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Registered users
User ID “ | First name Last name Roles
Activated
user —  adoe Andy Doe Operator
| aduerer Alorecht Diirer ‘Operator
Deactivated
user ™ [ [bdoe Bob Doe Operator
' |cdos Cindy Doe Approver
B ddoe Dean Doe AssayDeveloper
Edit user
button
Column Explanation

User status

User ID

First name

Last name

Roles

Status of the user profile.

A user profile can be deactivated or activated. The activation status

is displayed by the icon in the first column of the table.

" User is activated
User is deactivated

Note: Deactivated user profiles will only be shown in the table if
the Show only activated user profiles checkbox is deactivated. If
the checkbox is activated, only profiles of activated users will be

shown.

Shows the user ID.

Shows the user’s first name.
Shows the user’s last name.

Shows the user's roles. In case multiple roles are assigned to a user,

all roles are listed sequentially and separated by comma.

Example

User with single role

Administrator
Approver AssayDeveloper Operatar

Users with multiple roles
AsgsayDeveloper, Operator

Operator

User with single role
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Column Explanation

Edit user button The Edit user button opens the Edit User dialog where properties
and settings can be modified for a user.

@ Edit User

First name Roles J—
‘ John | [ Administrator
[ Approver

[] AssayDeveloper
| [ ©perator

[ SuperUser ——@

Last name

[ Dee

[ Password

Confirm password —

w| Activate user

]
;

oK Cancel |
H| | |

First name

There is a maximum of 50 characters in this field.

E Last name

There is a maximum of 50 characters in this field.

User ID

ID must be unique and may not exceed a maximum of 40 characters. User IDs containing the words

QIAGEN, Service, and User in combination are not allowed.

3] Password fields
These fields are used to set a new Password for the user.

The password must be in the range of 8-40 characters. If CLIA complaint password rules are
activated in the Settings tab, the password has to contain at least 2 upper case characters, 2 lower

case characters, 2 numerical characters, and 2 special characters.

The password must be re-entered exactly in the Confirm password field.
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I3 Activate user check box

Click this check box to activate or deactivate a user.

Messages

Messages, warnings, and errors are displayed.

Roles

The check boxes are used to assign roles to a user profile. Activate the selection in front of a role
to assign this role to the current user profile. It is possible to assign multiple roles to a user profile.

For details, see “User roles,” page 88.

OK button

Click to confirm the current settings, close the dialog, and go back to the User Management tab.

Il Cancel bution

Click to cancel the current settings, close the dialog, and go back to the User Management tab.

User Management button bar

| Refresh list |

These buttons are always enabled.

Click Refresh list to update the Registered users table by retrieving the list of users from the internal

database.

Click the New user button to create a new user profile.
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The following Add user dialog is opened:

@ Add user

First name Roles

[ Administrator
[ Approver

[ AssayDeveloper
[ Cperator

User ID 1 SuperUser

Last name

Password

Confirm password

] Activate user
Mecsages
A
Enter a valid first name {1-50 characters). (150040) @
Enter a valid last name (1-50 characters). (150041) v

Characteristics upon opening the dialog are:

All fields are empty
The following mandatory fields are colored in yellow:

® First name
® Last name
e UserID

® Password
Activate user check box is activated
No role is selected

OK button is deactivated

All elements in the Add user dialog are equal to those in the Edit user dialog described above.

Click OK to confirm all entries and go back to the User Management tab.

If the Activate user check box is checked, the new user profile is added to the Registered users table

and is selected.

If the Activate user check box is unchecked, the new user profile is added to the internal database

but not shown in the Registered users table.
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Tasks related to the User Management tab
“Creating a user profile,” page 278.
“Changing user profile settings,” page 279.

“Activating/deactivating a user profile,” page 280.
Cycler Management tab

The Cycler Management tab gives an overview of the configured cyclers, their properties and their

current status.

The Cycler Management tab mainly consists of 2 parts:

® Registered Cyclers table with 2 buttons for every cycler

e Edit cycler button
e Delete cycler button

® Verification comment for selected cycler area

i Rotor-Gene AssayManager

Registered cyclers
Posiion  Name Serial number Optical configuration Next verification Cycler status Actions
Reg isfe red | Cycler 1 0112101 (RGQ MDx) | Gplex 22 04 2015 [S0 day(=)] Ready
C’ggi’: T u Cycler 2 0409102 (RGQ) Splex 24.04.2015 [52 day(s]] Ready m
- Cycler 3 1209103 (RGQMDx)  Splex HRM 26 D4 2015 [54 day(s]] Ready H
W Cycler4 1109104 (RGQ) Splex HRM 28.04 2015 [S6 day(s)] Ready T
| Edit cycler
Verification S button
comment —— Delete cycler
area utton

Registered cyclers table

The Registered cyclers table consists of 4 rows. Every row represents 1 of the up to 4 configurable
cyclers. If no cyclers are configured yet, all columns except the position column are empty. The
following graphic shows an example configuration with cyclers registered in positions 2 and 4.

Positions 1 and 3 do not contain any data.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

213



Registered cyclers

Position Name Serial number Optical configuration Mext verification Cycler status Actions
n Cycler 2 0409102 Splex 18.06.2012 [51 day(s)] Ready EE
N Cyclerd 1109104 Splex HRM 22 06.2012 [5 day(s)] Ready B
Column Explanation
Position A graphical illustration represents the configurable cyclers. The
current cycler position is indicated by a black square.
Examples:
" Registered cyclers
Position Name
Position1 = —T n
Position 2 =m n Cycler 2
Position 3 ] L]
Position 4 '] O &
In the illustrations above, the first and third cycler positions are not
registered. Their icons are inactive.
Name Name of a registered cycler.

Serial number

Characteristics:
® Must not be empty
® Must have 1-8 characters

® Must be unique within a Rotor-Gene AssayManager v2. 1

installation

Serial number of a registered cycler.

Characteristics:
® Must not be empty

® Must be unique within a Rotor-Gene AssayManager v2. 1

installation
® Must match a connected cycler that is switched on
After the user enters the serial number of a connected cycler, its

optical configuration is automatically checked by Rotor-Gene

AssayManager v2.1 and displayed in the Optical configuration
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Column Explanation

column. This cell remains empty if no cycler with the entered serial

number is connected.

Note: If the instrument is a Rotor-Gene Q MDx cycler, the “MDx”"
symbol is automatically added to the serial number and the

corresponding cycler icon.
Optical configuration  Optical configuration of a registered cycler.

Next verification Next temperature verification date; days remaining until that date.

Characteristics:
e This field can be empty.

o |Ifitis set to empty, the Verification comment for selected cycler

area is disabled and its content is cleared.

o |f the date has expired, the Verification comment for selected

cycler area is disabled.

o If a date is set, the date must be in the future.

Cycler status Shows the current status of a registered cycler. Possible values
are:

e Offline: cycler is not connected or connected but not switched

on
e Ready: cycler is ready

® Needs verification: verification has expired

® Loaded: cycler is loaded and ready to be run
e Running: cycler is currently running

® Run stopped: user has stopped a run while the cycler was

running
e Run complete: run has finished successfully
® Run failed: error occurred during the run

® Run stopped, cycler disconnected: cycler was disconnected
when it had the status Run stopped

® Run complete, cycler disconnected: cycler was disconnected

when it had the status Run complete

® Run failed, cycler disconnected: cycler was disconnected

during a run or when it had the status Run failed
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Column Explanation

Actions The actions column contains buttons for:
e Editing the cycler’s properties

® Removing a cycler

Actions
| — Disabled for

- a nonregistered cyler
(2] %)

Edit mler?ih‘emo\!& cycler

button button

Remove cycler button

If the Remove cycler button is clicked, the following dialog will be displayed and has to be confirmed

with OK to remove a cycler.

@ This cycler will be deleted.

Position Name Serial number
[ ] Cycler 3 1209103

-

Edit cycler button

If the Edit cycler button is clicked, the Edit cycler dialog will be displayed.

Position Cycler type
AT ] RGQ
Name Serial number
] ‘ Cycler 2 ‘ ‘ 0409102 ‘
‘Optical configuration Distribution channel
C IS 200
Next verification Days until next verification
(9] [24.04.2015 52

Verification comment

Errare humanum est

o o
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Position ()

This graphical illustration represents 1 of up to 4 configurable cyclers. The current cycler position is

indicated by a black square.

Name ()

The name of the cycler in this field can be edited.

Optical configuration ([&])

The optical configuration of the cycler cannot be edited; it is read-only.

Next verification ([2J)

The next verification date can be entered manually or using the date picker (EZ).
Verification comment ([3)

This text field is used to enter an optional verification comment.

Cydler type (&)

This field displays the cycler type and is automatically filled after a serial number is entered.
Serial number ([€))

The serial number of the cycler can be edited.

Distribution channel ([§l)

The distribution channel of the cycler cannot be edited; it is read-only

Days until next verification ([l

This field displays the number of remaining days until the verification date. The field cannot be

edited.
Tasks related to the Cycler Management tab

“Adding a cycler,” page 273.
“Editing cycler settings,” page 275.

“Removing a cycler,” page 276.
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Archive Management tab

The Archive Management tab is used to define which archives are browsed for experiment data

during assay selection in the Archive environment.
Background information

When a run is finished, all experiment data and audit trails are stored in the main database until
all sample results of the experiment are released in the Approval environment. After release of the

sample results the experiment data are accessible via the Archive environment.

Main Database

- Main Database
Experiment Data —»
Apprsial/ Last assay .
release fully released
process

Archive Database

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

218



Filter options Assay selection

start date End date Lt [ Expmimant
|02.02.2015 [p203.2015 i »| 1| Experiment No. 43 UDT
[ Use aavanced fitter options * | []| Experiment No. 43 UDT
[ Fitter assays »| [ Experiment No. 44 UDT
O ¢ »| [J Experiment No. 48 UDT

(Sp——| Import experiment..
- |ucesd mpecemt,. |

Only archives
. activated
in the Archive
management

are used to = i
search for QIACEN y S E “_i IT >

assays [T

Archive management

| Name 4 Time period

B Archive No.001 from 23.02.2015 - 2:12

Characteristics of an archive database

An archive database covers a certain time span that is defined by the date of the first and the last
audit trail message stored in the database.
Archive Management

Mame &  Time period

[ | Archive Mo D01 ifrom 19.04.2008 - 19:30 to 31.12.2008 - 19:17

|
Time periad of archive

An archive database has a size of 10 GB. If a database is close fo its maximum capacity, the

database is marked as “closed” and a new archive database is created automatically.
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All these processes concerning the creation and management of archive databases are
automatically performed in the background. The main database only contains data from current,

non-released or not fully released experiments.

The Archive Management tab consists of 2 parts:

e Archive Management table

® Button bar

(- Rotor-Gene AssayManager

File Help

QIAGE
Seftings | User Cycler Archive Assay Profiles | Report Profiles
Archive Management
Name & | Time period
E Archive No.001 from 19.04.2008 - 19:30 to 31.12.2008 - 19:17
Ac"vutEd ,,E Archive No. 002 from 01.01.2009 - 18:30 to 01.06.2009 - 20:17
archive .
[ | Archive No.003 from 01.06.2009 - 20:17 to 31.12.2009 - 17:12 L|5‘| Of Curren'ﬂy
existing archive
@Alﬂli\m No.004 from 01.01.2010 - 12:30 to 27.12.2010 - 20-02 d01ubases
Deucflvu'ed —-‘D Archive No 005 from 03.01.2011 - 10:05 10 29.12.2011 - 15:34
archive
Archive No.006 from 01.01.2012 - 09:01
Check tox
Refresh List E t Button bar

Archive Management table

The Archive Management table lists all currently existing archive databases.

Column Explanation

Check box A check box column indicates if an archive database is currently
active or inactive. Only active archive databases will be browsed

for experiment data searched from the Archive environment.

Deactivated databases will not be included in a search. In addition,
audit trail messages related to the archived experiments will not be
shown in the Service environment if the dedicated archive database

is deactivated.

E ® The corresponding archive database will be browsed for
. experiment data when searched from the Archive

Activated

environment.

e Audit trail messages related to the experiments stored in the
corresponding archive database can be found in the Service

environment.
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Column Explanation

D e The corresponding archive database will not be browsed for

Deactivated experiment data when searched from the Archive

environment.

e Audit trail messages related to the experiments stored in this
database and other audit trail messages in the time span of

the database cannot be found in the Service environment.

Name Name of the archive database.

Time period Time period covering all experiments in the archive.

Start date (“from”): Creation date of the first audit trail entry in the

database.

End date (“to”): Creation date of the latest audit trail entry in the

database.

The end date of the active archive is empty.

Archive Management button bar

Refresh list “
B |

Click Refresh list () to discard unsaved modifications.

Click Save (E) to save all modifications.

Tasks related to the Archive Management tab

“Managing archives,” page 284.

Assay Profiles tab

The Assay Profiles tab in the Configuration environment is used to manage assay profiles, i.e.,
importing, exporting, activating and deactivating assay profiles. Assay profiles cannot be edited in
this tab.

Assay profiles can clearly be identified by their name and a version number. It is possible to have

several assay profiles with the same name but different version numbers — but only one can be
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active. All other assay profiles with this name are automatically deactivated. User defined assay

profiles have to be imported into the database within this tab to be accessible for experiment setup.

Note: Only assay profiles compatible to Rotor-Gene AssayManager v2.1 can be imported.

Example

The following screenshot shows an example where an assay profile “Rotor-Gene SYBR® Green PCR

Demo Kit" exists in 2 different versions, 3.0.0 and 5.0.0. Only one version can be active. Version
3.0.0 is deactivated (| ), and version 5.0.0 is activated (| V.

Rotor-Gene SYBR Green PCR Demo Kit
+ | Rotor-Gene SYBR Gresn PCR Demo Kit

The Assay Profiles tab consists of 2 parts:

3.00
500

e Assay profiles management table (and check box)

® Assay Profiles button bar

S

List of available
assay profiles |

T[<[%]% <<% S]<]C]S]R[C[R[8[< ]S [ ]S |

SYBR
SYBR

Assay profiles management

Name

2PlexEPlexAP UDT

2PlexAP UDT

2PlexHRMAP UDT
SPlex6PiexAP UDT
SPlexHRMAP UDT
ACC_SParamsCheck1 UDT
ACC_SParamsCheck2 UDT
ACC_CycGroup_CG11 UDT
ACC_CyeGroup_CG12 UDT
ACC_CyeGroup_CG2 UDT
ACC_Exclusiveloading1 UDT
ACC_Exclusiveloading2 UDT
ACC_OptConf_2P2PMSP UDT
ACC_OptConf_2PMSPSPM UDT
ACC_OptConf_SPMEP UDT
ACGC_OptConf_Unrestricted1 UDT
ACC_OptConf_Unrestricted2 UDT
ACC_Rotor36W72W UDT
ACC_Rotor720100D UDT
ACC_Rotor72W72D UDT

? Show only active profile versions

a Version
234
231
231
231
234
231
234
231
231
231
234
2341
234
231
231
234
234
2341
234
231

| Refresh list Deactivate Activate Export

Short name
MY

Plug-in type and version

UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....

UDTBasic 2 0.0 UserDefin
UDTBasic 2 0.0 UserDefin

UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....

UDTBasic 2 0.0 UserDefin
UDTBasic 2 0.0 UserDefin

UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....

UDTBasic 2.0.0 UserDefin
UDTBasic 2.0.0 UserDefin

UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin....

Creafion date A
23.02.2015 15:14:23
23.02.2015 15:14:23
23.02.2015 15:14:23
23.02 2015 15:14:23
23.02.201515:14:23
23.02.2015 151423
23.02.2015 15:14:23
23.02.2015 15:14:23
23022015 15:14:23
23.02.2015 15:14:23
23.02.201515:14:23
23.02.2015 151423
23.02.2015 1511423
23.02.2015 15:14:23
23022015 15:14:23
23.022015 15:14:23
23.02.2015 15:14:23
23.02.2015 15:14.23
23.02.2015 15:14.23
23.02.201515:14:23 ¥

1
Check box

Button bar
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Assay profiles management table

The Assay profiles management table lists all available assay profiles, i.e., all assay profiles stored
in the current Rotor-Gene AssayManager v2.1 installation. Every assay profile is displayed in a
separate row. The table is sortable: Clicking the corresponding column header will sort the table

according to the selected column. A row in the header of the corresponding column indicates the

sorting column (& icon for ascending order, * icon for descending order).

Assay profiles management

Name a Version Short name Plug-in type and version Creation date
" | QuantiFast Pathogen PCR +IC 200 QF Pat UDTBasic 0.8.5 UserDefi... |23.03.2012 17:00:52
v+ | Rotor-Gene SYBR Green PCR Demo Kit 3.00 SYBR UDTBasic 0.8.5 UserDefi... |23.03.2012 16:54:04

Note: The check box Show only active profile versions determines if deactivated assay profiles are

shown in the table or not.

D Show only active profile versions

If the box is activated (E), only activated assay profiles are shown; deactivated assay profiles are

hidden.

If the box is deactivated (D), both activated and deactivated assay profiles are shown.

Column Explanation
Status Status of the assay profile.
Deactivated assay profile
Expired assay profile
" Activated assay profile
Note: If Rotor-Gene AssayManager v2.1 has been updated from
an older version, there are also deactivated (expired) assay
profiles. It is not possible to activate them.
Name Name of the assay profile.
Version Version number of the assay profile.
Short name Short name of the assay profile

Plug-in type and

version

Creation date

Plug-in type and version the assay profile was created with.

Creation date of the assay profile.
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Assay Profiles button bar

5 D) E]
Refresh list (IY)

Click to update the list of all available assay profiles.

Deactivate ([5J)

Click to deactivate the selected assay profile. A confirmation dialog opens.

@ Confirmation

Assay profile Test in version 1.0.0 will be
deactivated. (820015)

—

Click OK to confirm before the selected assay profile is deactivated.

If the check box Show only active profile versions is deactivated, the deactivated assay profile is
listed in the table with an L™+ icon in its status column.

If the check box is activated, the deactivated assay profile is no longer listed in the table.

Activate (@)

Click to activate the selected assay profile. A confirmation dialog opens.

@ Confirmation

Assay profile Rotor-Gene SYBR Green PCR
Demo Kit in version 5.0.0 will be activated.
{150000)

—
=S

Click OK to confirm before the selected assay profile is activated.
The icon of the assay profile changes from deactivated () to activated (w*).

The check box Show only active profile versions must be deactivated to list activated and

deactivated assay profiles in parallel in the table.
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If another version of the assay profile is active, the following dialog is displayed.

@ Confirmation

Assay profile Rotor-Gene SYBR Green PCR
Demo Kit in version 5.0.0 will be activated.
The currently active version 3.0.0 will be
deactivated. (150004)

Co Lo

Click OK to confirm and disable the other version.

Export (E)

Click to export an assay profile (file extension *.iap). A dialog is opened to select the destination

directory and a file name. The selected assay profile will be exported accordingly.

Note: The export functionality is only available for UDT Assay Profiles (not for FDA cleared or

approved assays).

Import (&)

Click to import an assay profile. A dialog is opened to select the assay profile (file extension *.iap).

The selected assay profile is imported to the Assay profiles management table.

Note: The relationship between the deactivation of assay profiles in the Configuration environment
and work lists in the Setup environment is explained in the following figure.
(2 Roro Gene Aspianage ., i

[T — " Rk - At E

Asso _profile_ = Rodor-Gene Assayblanager =i
deacfivated in

the Configuration
enviranment

¥ Manuay cressed work lists

Ungrocessed | Fracessed |"
| Pherh bt e o e Ay i Rk trom Actuem o a |
W+ [ merssereen ks G0 PCA UDT 2 K5 36wl Fter (3] =} |
[ (D] mermacreen sras oo pes uoT 7 WS 724wt ooy 7] = |

Consequence in the Setup environment:
Work lists containing the deactivated assay Fmﬁla are displayed
with a warning icon () and cannot be applied (H).
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If an assay profile is deactivated in the Configuration environment, work lists in the Setup

environment containing this assay profile cannot be applied anymore.
Tasks related to the Assay Profiles tab

“Activating/deactivating an assay profile,” page 269.

“Importing/exporting an assay profile,” page 268.
Report Profiles tab

A report containing various data about an experiment can be generated by Rotor-Gene

AssayManager v2.1 in a *.pdf file format.

Note: FDA cleared or approved nucleic acid tests come with a fixed content and layout for the

report. Report profiles are not applicable.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

226



Work Flow

The following graphic summarizes the work flow in Rotor-Gene AssayManager v2.1.

= Creating a work list \
-

[
——
=« Logging in

_— S

Y

= Applying a work list

= Starting a run
Subianbatl: Skl D

= Real-time PCR

= Finishing a run

= Releasing a run

« Automatic sample
result analysis J

= Approving a run

« Experiment data check

« Data release and
report generation

= Searching for
experiments

\ * Importing a work lis

After release, experiment
data are transferred

to the archive

S R T
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Plug-in concept

Rotor-Gene AssayManager v2.1 is a versatile application with a plug-in architecture. With every

plug-in the number of supported assays can be extended.

The general work flow is provided by the core application and its framework. The work flow for
specific assays — including analysis — is provided by plug-ins. Plug-ins cover the control of the
following tasks:

® Processing of acquired data

® Analysis algorithms

® Presentation of results (GUI layout of the approval work flow)

e layout and structure of report contents

e Output to LIMS

The following graphic illustrates the plug-in concept:

Core application Plug-in

Starting — . Acquining ———m Data
arun gata analysis

AssayManager l

Approval
process

.

Report
creation

Archive

Using Rotor-Gene AssayManager v2.1
The work flow in Rotor-Gene AssayManager v2.1 can be divided in 2 sections:

e Standard tasks

® Administrative tasks
Standard tasks are tasks that are performed on a daily basis.

Administrative tasks are tasks performed to manage and configure the work flow.
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Standard Tasks

The following tasks are performed by users who are involved in the routine work of a lab,

running experiments and analyzing data.

The following graphic gives an overview of this work flow in Rotor-Gene AssayManager v2.1:

Logging in and logging out
Locking and unlocking
Setting up a run

Starting a run

Finishing and releasing a run
Approving a run

Working with reports
Working with audit trails

£

L 1
I

=Logging in

=Creating a work list = Approving and = Searching for
«Starting a run releasing samples experiments

*Finishing and re-
leasing a run

ie.,
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Logging in and logging out

All user interactions in Rotor-Gene AssayManager v2.1 are assigned to a specific user. Therefore,

every user must be authenticated using a specific user ID and password.
Before leaving the computer, a user is advised to lock the application or to log out.
Logging in to Rotor-Gene AssayManager v2.1

1. Launch Rotor-Gene AssayManager v2.1.

If a user has logged out from a previously launched session, select Log in () from the File

menu.

[ Rotor-Gene AssayManager

Service login

Exit

The login screen opens.

Rotor-Gene AssayManager
aseee
QIAGEN
User ID
Password
Mode
| closea v

J

2. Enter a user ID in the User ID field (B)
3. Enter a password in the Password field (@)
4. Select “Closed” or “User Defined Test” from the Mode menu (E)

Note: The User Defined Test mode is not for use with FDA cleared or approved assays.

5. Click oK ([&).
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The user is logged in and forwarded to the default screen that matches their role as listed in the
table below. Users with multiple roles are forwarded to the default screen of their first matching
role. For example, a user with the role Administrator is forwarded to the Settings tab in the
Configuration environment. A user with roles Operator and Approver will be forwarded to the Setup

environment.

Role Environment Screen/tab

Operator Setup Available work list screen
Approver Approval Filter assays screen
Assay developer Configuration Report Profiles tab

(Closed mode)

Assay developer Development Assay Profile

(UDT mode)

Note: This is not relevant for Closed mode assays (i.e. FDA cleared or approved nucleic
acid tests).

Administrator Configuration Settings tab

Super User Configuration Settings tab

The selected mode is indicated at the bottom of the screen.

I @ Closed Mode - I i User Defined Test Mode I
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Logging out of Rotor-Gene AssayManager v2.1

The user can choose between 2 alternative methods to log out. The user can either use the log out

command in the main menu or the log out button in the status bar.

1. Click Log out () in the File menu.

{7’ Rotor-Gene AssayManager

Log out
Lock

Change password

Alternatively, click the log out button (B) in the status bar.

Gina Doe = |

. &

A confirmation dialog is shown. If unsaved data exist, an Unsaved Data dialog is shown with

a list of all environments containing unsaved data.

@ Unsaved Data

The current session will be closed. Unsaved
changes will be dizcarded. Unfinished runs will
continue.

Unsaved Data in:
Configuration\System Settings

List of environments
with unsaved data
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If there are no unsaved data, a standard Confirmation log out dialog is shown.

You will be logged out.The current session
will be closed. Running processes will
continue.

2. Click OK. (Clicking Cancel cancels the log out and closes the dialog).
The user is logged out and the login screen is shown.

Note: If a user logs out, active cyclers will continue.

& Rotor-Gene AssayManasger =L

Rotor-Gene AssayManager

Mode

User Detined Tost | ¥ |

Related topics

“Managing users,” page 277.
“Modes,” page 85.

“Session management,” page 92.
“Main toolbar,” page 112.

“Status bar,” page 116.
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Locking and unlocking

The application can be locked to restrict access. The locked application can be unlocked by the

user who has locked it, or a new session can be started.

Locking Rotor-Gene AssayManager v2.1

1. Click Lock () in the File menu.

[ Rotor-Gene AssayManager

Log out
Lock

Change password

Service login

Exit

If no unsaved data exist, the application is locked and the Application is locked dialog is

displayed:

@ Application is locked

{Closed Mode)

The application is currently locked by user su.
Click Unlock to enter the password or click New
Session to log in as a different user.

.
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If unsaved data exist, an Unsaved Data dialog is shown with a list of all environments
containing unsaved data.

@ Unsaved Data

® The application will be locked. There are
unsaved data.
If another user starts & new session unsaved
data will be lost.

Unsaved Data in:

Configurafion\System Setfings

)

2. Click OK to confirm that unsaved data will be lost and the application locks. The Application
is locked dialog above is shown.

Unlocking Rotor-Gene AssayManager v2.1

A precondition before unlocking the application is that the application is locked. The following
screen is shown:

= T e i . W oo
[

Application is locked
(User Defined Teat Mode)

The apei sson & cumenty incked By user su
Clzk Unlock 1o enter e password or eiek New
Seasion ko log in a8 & dflerend user

1. Click Unlock.
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The following dialog is opened. Note that the user name in the login field is set to the user

who locked the application. Only this user is able to unlock the application.

Unlock application
{User Defined Test Mode)

G) Enter your password to unlock the application.

Login
su

Password

O

2. Enter the password in the Password field.
3. Click OK.
The application is unlocked.
4. ltis possible to start a new session if the application is locked by another user by clicking

New session.

If the previously logged in user did not save all data, the following dialog is shown:

Discard Unsaved Data
and Start New 5ession

There are unsaved data from user su. If & new
session is started the unsaved data will be lost.

Login

Password

5. Enter the login and password for the new user in the fields.
6. Click OK.

The application is unlocked and any unsaved data are lost.
Related topics
“Managing users,” page 277.

“Session management,” page 92.
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Setting up a run

A work list is used to define an experiment, i.e., which assays shall be applied, their order, the

number of samples, efc.

All tasks related to work lists are carried out in the Setup environment.

i Rotor-Gene AssayManager

Fil= Help

» w H IT

Setup Approval Archive Service Configuration

Tasks related to work lists

“Creating/editing a work list,” page 237.
“Importing a work list,” page 247.
“Duplicating a work list,” page 249.
“Exporting a work list,” page 250.

“Deleting a work list,” page 251.

Note: Use only assay kits with the same lot number for sefting up an assay.

Creating/editing a work list

Work lists combine one or more assay profiles that are intended to run in an experiment. The user
creates a work list by first selecting one or multiple compatible assay profiles. Optionally the user
can adjust the material number, the kit expiration date and the lot number. After defining the number
of samples for the work list, each individual sample has to get an ID. Finally, the user defines the

name of the work list, sefs its properties and saves the work list. The user can save an unfinished

work list at any time and continue with the definition later.
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i o]
= RotorGene AssmMoneger . - =

1 \
A == I § I R @

File Help

Setup  Approval Configuration yeler 1 yeler 3

Available work lists | Manage or apply work lists

¥ Manually created work lists

Unprocessed Processed
Work list name a[#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply | a
» 2Plex6PIEXAP UDT 2| My, cmv Rotor-Disc 100 50 ul| fdoe 05.12:2011 D6:00:00 HE EE ]
» 2PlexAP UDT 66| CMV 72-Well Rotor 50l ddoe 13.12.2011 15:00:00 m ﬁ
D Refreshlist__|
Enfer2ssay rack D importtype: | QIAINKILIMS QB port [ e manual work st B

A work list is created and imported in the Setup environment () This environment automatically
appears on login for users with the role of an operator. Initially, the Available work lists screen is
shown with a list of all manually created work lists (further subdivided into tabs for Unprocessed
and Processed work lists), and a list with all automatically generated and available work lists on

the system.
Clicking the New manual work list button (E) at the bottom right of the screen changes the screen
to the Create work list screen where the new work list is set up. If the work list was saved as

“editable”, click the action button () to edit the functionality of the work list.

The Create work list screen comprises 4 different steps:

f» Rotor-Gene AssayManager

File Help

» ¥ B

Setup Approval Archive e Configuration
Create work list | S
Assays > Available assay profiles
I Assay profile name a Vers... Req.P...
B Kit information AP AP1 udt 2.3.1 [
I AP AP3 udt 231 6
'® | Samples AP AP4 udt 231 [
I QS_AS_Import_udt_2_Active OK 231 5
Q5 _AS_Import_udt_6_Active_no_ma... | 2.3.1 =]
] | Properties
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Step Description

Assays Select or enter the following data:
® One (or multiple, compatible) assay profile(s)
® Rotor type
® Reaction volume
e Number of samples

e Chose if new strip tubes shall be used (option for multi-assays)

] Kit information Scan or enter the kit information manually. The kit information

contains following data:
e Kit bar code

® Material number

e Kit expiration date

® Lot number

Samples The assay setup is displayed as defined in the assay profile. Enter
IDs for each test sample. Optionally add a comment. Line colors

and line styles for amplification curves can be adapted.

The order of the samples cannot be changed. The order is defined
by the assay profile and the order of different assay profiles
selected in the Assays step (), if applicable.

2] Properties The creation of a work list process is finalized by activating

2 different options:
e Work list is editable

e Work list is complete (can be applied)

Note:
e Unsaved changes will not be lost if the user changes to another environment.

e The Setup environment is not a wizard, i.e., the steps do not need to be followed in a specific

order.

® A new work list can be saved in an uncompleted state. It is sufficient that at least a valid work

list name is provided.
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Creating a new work list comprises 6 steps:

e Create a new, empty work list.

® Add one (or multiple) assay profile(s) to the work list (Assays step).
® Scan or enter the Kit information

® Assign sample IDs (Samples step).

o Define the properties of the work list (Properties step).

e Save the work list.
Step 1: Create a new, empty work list

1. Ifitis not active yet, change to the Setup environment by clicking the Setup icon in the main

toolbar ()

?
|| Awsilablo work lists | Manage or apply work lisis
|
) Marualty crested work lists
Unprocessed | Processed
Wtk Bl e & Pramp Avsay proties Hutat type Volure | Autbor Gresten datr Actons Aoty af
Prertna UOT 2 can caay o Do 100 50 1 o esrzzoncenoce [ i) KA ED G @
PP U0 0 cuv T2l Fiokor 50 ae 1312200 150000 [ ]
Diciee 3ciesse Rebesh bl
e e i G 0
——— el e

=

2. Click the New manual work list button (B) at the bottom-right of the screen.

The Create work list screen is opened. The Assays step marker is activated (with an error), as

indicated in dark yellow.
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= S

Croatn wark st | Selact sssay profiles and define sssay details

u P P——

1 Assor st e AL S Py Assoy profie noms O P TN T Pr— ——r——
| 0 FPreaiiPudP UDT FEOI
221 &
fmrge e
Priperies

)
ACC_ G Do, 21
ACC_Eaihaivelosdng) LT 231
| ALC_Eahatveloadegd LT I a3
| a3
3
Mesnais
[ e ot s mat e st s many ot 4 s sy prtte. (47014

Step 2: Add one (or multiple) assay profile(s) to the work list

In this step, the user adds one assay to the work list. The Assays step lists all available assay profiles
in the Available assay profiles table at the left in alphabetical order. Selected assays are added to
and shown in the Selected assay profiles table at the right.

= Rotor-Gene AssayManager =@ =
File Help

Assays bl | A ble assay profiles
Assay profie name = Shortname  [Vers... [Rea. P [#sam... [New sip ube

Kit information 2PrexcPienip UDT 6
2Prexap UDT B

iy 2PRxHRMAP UDT 6
SPiextPiaxAP UDT 6
SPiexHRMAP UDT 0

Properties ACC_SParsmsChecki UDT 231 3
ACC_SParamsCheckz UDT 231 3
ACC_CycGroup_CG11 UDT 3 3
|ACC_GyeGroup_CG12 UDT 31| 3
ACC_CycGroup_CG2 UDT 231 3
AGC_ExthusivLoading1 UOT 231] 3
|ACC_ExchusiveLoading2 UDT 231 3
| ACC_OpiCon{_2P2PMSP UDT 231 3
|ACCG_OptConf_2PMSPSPM UDT z31] 3 Allv
|ACC_OptCon_Unrestricted! UDT 231] 3
|ACC_OptCond_Unrestricted2 UDT 234| 3 (

Measages
|ACC_Retor3GNT2W UDT 23] 3 |v
Fres peshions “The curment wonk kst Soes not contsin an sssay profii, ASd n asssy prafle. (§70014)
o
|
Print work list Export Save and close Resat Save Cancel
{
el

1. In the Available assay profiles table (BY), click the assay you want to be included.

Only one entry can be selected at a time. If an entry is selected, the corresponding row is
highlighted blue. Depending on the assay profile, the Rotor type () and Volume ()

drop-down menus may be colored in yellow to indicate a mandatory entry.

2. Click the Rotor type drop-down menu () to select the rotor type that will be used.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019 241



3. Click the Volume drop-down menu () to select the reaction volume that will be used.

The Add assay to work list button ([l becomes active.

. Click the button & (n) to transfer the selected assay to the Selected assay profiles table (E)

at the right (see page 141).
The first 4 columns in the Selected assay profiles table (Assay profile name, Short name,

Version and Req. Position) are populated with data from the assay profile.
The New strip tube option can be activated manually for multi-assay usage.

Note: Multiple assay usage is not intended for FDA cleared or approved nucleic acid tests.

. Enter the number of test samples in the # samples column.

Note: Enter the number of different sample IDs. If the selected assay profile analyzes each

sample ID for x different targets in individual rotor positions, x rotor positions will

automatically be grouped per sample ID. Replicates are classified as individual sample IDs.

The sample IDs themselves are entered in step 4, the Samples step.

Remove an assay profile from the work list

1.

Click on the assay profile in the Selected assay profiles table.

The name is highlighted and the button a to remove a selected assay from the work list is

activated.
Click the E button.

The Delete assay from work list confirmation dialog is displayed.

@ Delete assay from work list

The assay profile QuantiFast Pathogen PCR
+|C will be deleted from the work list.
(470001)

RN w—

3. Click OK to remove the assay profile from the work list. Click Cancel to close the dialog

without removing the assay profile from the work list.

Step 3: Scan or enter kit information

In this step, the material number, kit expiration date and the lot number can be entered manually

or by scanning the kit bar code.
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Manual entry of material number, kit expiration date and lot number

Select the option Enter kit information manually and enter the material number, the kit expiration

date and the lot number. Use the date picker () to enter the date using an interactive calendar.

Automatic entry of material number, kit expiration date and lot number by scanning the kit bar code
(for QIAGEN kits only)

Select the option Use kit bar code and scan the QIAGEN kit bar code.

(®) Use kit bar code

QO Enter kit information manually
Kit information

Kit bar code

Material number Kit expiry date

Lot number

Note: This user manual describes the general functionality of the Use kit bar code dialog. For

detailed information, refer to the user manual of the corresponding plug-in.

Note: If you run out of reagents and need a new kit box, use only assay kits with the same lot

number for setting up an assay.
Step 4: Assign sample IDs

WARNING Risk of personal injury

i? Do not enter patient-specific data as part of a sample ID.

An assay profile is added to the work list in the Assays step. The number of test samples is defined
in the # samples column of the Selected assay profiles table.

The position, type and number of external controls, such as quantitation standards and NTC, are

derived from the assay profile.

The main purpose in the Samples step is to assign sample IDs to the test samples, select line styles
and line colors for samples, and (optionally) enter a comment. The Sample details table lists all test
samples and non-est samples. If multiple assay profiles were added, the order of the assay profiles

is determined by their order defined in the Assays step.
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7 Rotor-Gene AssayManager

File Help

Create work list | Edit samples
Assays Sample details
| TPos. Style | Sample ID Status  Sample type Targets Assay Sample comment
Kit information B 1 " Quantification Standard 1 as MY Test Target. CMV 35 Y
B 2/l —" Quantification Standard 2 as MY Test Target MV 3S Y
Samples > 3 " Quantification Standard 3 as M Test Target, CMV 35 b
B o ) " Quantification Standard 4 Qs MV Test Target.,... CMV 35 b
Properties » 5 W — Negative Control NTC MV Test Target.,... CMV 35 b
» sl — Y Test CMV Test Target.... CMV 35 b
N T — b Test CMV Test Target.,... CMV 38 N
B sl " Quantification Standard 1 as M\ Test Target, CMV 35 Y
B 8l —" Quantification Standard 2 as MY Test Target CMV3S b
[\ o " Quantification Standard 3 as M Test Target, CMV 35 Y
| » 1 W -~ Quantification Standard 4 Qs CMV Test Target,... CMV 35 N
» 12| W — Negative Control NTC CMV Test Target,... CMV 35 N
v 13— v Test CMV Test Target. ... CMV 35 b
N 12— h Test CMV Test Target,... CMV 35 N
¥ 15— 1 Test MV Test Target, CMV 35 )
O] P Q]

1. Change to the Samples step by clicking Samples ([} in the step bar.

The Sample details table is displayed with a visualization of the current assay design. The

Sample ID field of the test samples is colored yellow because these entries are mandatory.

2. If the plug-in currently in use supports it, a color for the respective amplification curve can be

selected. Right-click the color icon of the corresponding row () A color palette opens.

3. Click on a color to select it.

4. If the plug-in currently in use supports it, a line style for the respective amplification curve can
be selected. Rightclick the line style icon of the corresponding row (m) A line style palette

opens.

5. Click on a style to select it.

6. Enter a sample ID into the Sample ID field (ﬂ) for every test sample.
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The sample ID must be between 1 and 40 characters long. The sample IDs can be unique or

identical. (Some assay profiles restrict the use of a sample ID to a single sample.)

7. Optional: Enter a comment in the Sample comment field (E) The comment must not exceed
256 characters.

Step 5: Define the properties of the work list
The Properties step is the area where the user enters the work list name and reviews information
about when a work list was created, modified and last applied. The user also specifies if a work

list can be edited or applied.

1. Change to the Properties screen by clicking the Properties step tab.

{7 Rotor-Gene AssayManager
File Help
A= B
Setup Approval Archive Service Configuration
Create v
Assays Properties
Work list name
Kit information
Samples Default name E
Properties > Work list
Created
Last modified
Last applied
External order ID

2. Enter the desired work list name into the Work list name field (E)

3. For Rotor-Gene AssayManager v2.1 to generate a work list name automatically, click Default
name () Rotor-Gene AssayManager v2.1 creates a default name using a user-defined

pattern and populates the field. (For more details, see “Global Settings area,” page 194.)
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4. Activate the desired options:

To Do this

Explanation

Define a work list  Activate check box ()

as being editable e

Mark a work list  Activate check box ()

as belng E work list is complete (can be applied)

applicable

Note: The field External order ID is optional.

Step 6: Save the work list

The work list can be edited,
i.e., modified, later. If this
option is deactivated, the
work list cannot be

changed.

If this option is deactivated,
the work list cannot be
applied. To start a run, this

option must be activated.

Finish creating a work list by clicking one of the buttons in the button bar:

= [ e [S— e — R ———

Click Print work list to print the work list to PDF after having saved the work list.

Click Export to export the work list to a folder after having saved the work list.

Click Save and close to save the work list and return to the start screen of the Setup environment.

Click Reset to cancel your entries and set the properties to default.

Click Save to save the work list.
Click Cancel to cancel your entries.

Click Apply to apply the work list.

Related topics

“Managing assay profiles,” page 267.
“Managing cyclers,” page 272.
“Entering data,” page 100.

“Use of color,” page 96.

“Setup Environment,” page 117.
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Importing a work list

Importing a work list is a function used to exchange work lists between different Rotor-Gene

AssayManager v2.1 installations or to import work lists from an upstream laboratory device (for

example a LIMS or QlAsymphony).

(A

1w Rotor-Gene AssayManagerl

File Help
- =
» v B OIT o
Sstup | Approval  Archive  Service  Configuration
Available work lists | Manage or apply work lists
¥ Manually created work lists
Unprocessed Processed
Work list name 4 #samp.. Assay profiles Rotor type Volume | Author Creation date Actions Apply Y
| |2PlexBPlexaP UDT 2| CMV., CMV Rotor-Disc 100 50 ul | fdoe: 05.12.2011 06:00:00 EEE 0
» 2PlexAP UDT 66| CMV 72-Well Rotor 50 i | ddoe 13.12.2011 15:00:00 n ﬁ
b 2PlexHRMAR UDT 66| CMV 72-Well Rotor 50 pl | su 10.12.2011 12:00:00 n ﬁ
» SPlexHRMAP UDT 66| CMV 72.Well Rotor 50 4| adoe 16.12.2011 18:00:00 = EE
T — v
Delete selecied Refresh list
¥ Automatically generated work lists
Work list name. a |#samp | Assay profiles Rotor type Volume | Author Creation date Actions Apply
» Rainbow artus CMV RG PCR GE UDT 95| GV Rotor.Disc 100 50 pl | edoe 29.12.2011 DE:00:00 ﬁ
sy [ [T ] e

B Closed Mode

5! <

The import function is placed in the Setup environment () and consists of 2 elements:

e The drop-down Import type: menu (E) to select the source of the file

e The Import button () for manual import

A work list can be imported from the following sources selected from the Import type: drop-down

menu (I3):

Source File extension ~ Description

Rotor-Gene *iwl Exported Rotor-Gene AssayManager v2.1

AssayManager v2.1 work list

QIlAsymphony * xml Result file from QlAsymphony AS software
version 5.0

QIAlink/LIMS * Iwl Work lists from QIAlink or a LIMS
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After a work list to be imported has been selected, Rotor-Gene AssayManager v2.1 internally
checks its syntax and signature. If the check is successful, the work list will be imported and added
to the Available work lists table. Otherwise, the work list will be rejected with a corresponding error

message.

Note: The entries in the Import type: drop-down menu (E) depend on the seftings made in the
Settings tab of the Configuration environment. An administrator can activate/deactivate each of the

3 possible import options.

[ Rotor-Gene AssayManager
Fie Help

B#l import Rotor-Gene AssayManager work lists i

cay ic\D sl otor-Gene Assay 1po iy h i Browse |

el import Qlasymphany wark lists
C\Users\Public\Documents'\QIAGEN\Rotor-Gene Assay IAsymphomny i Browse |

] Auwto import of QlAsymphony work list (tlosed mode)

] import LIMS work lists
C-Wsers\Public\Documents\QIAGEN\Rotor-Gene Assay \Umporfil Ik i _Browse

Importing a work list manually

1. Ifitis not active, change to the Setup environment by clicking the Setup icon in the main
toolbar ()
2. Select the source for the work list to be imported from the Import type: drop-down menu (E)

If the menu is disabled or necessary entries are missing, these can be customized in the

Configuration environment in the Settings tab. Save the changes to the settings if necessary.
3. Click Import ()

The Select file dialog opens. The default directory is the one set for this import type in the
Configuration environment.

4. Browse to the directory where the file to be imported is located. Select the file and click Open.
Rotor-Gene AssayManager v2.1 internally checks the signature and the syntax of the work list.

The work list is imported and added to the list of available work lists.
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Configuring automatic import of a work list

Note: The automatic import of a work list is not intended for use with FDA cleared or approved

nucleic acid fests.

Duplicating a work list

A specific manually generated work list is duplicated from the Setup environment () by clicking
the Duplicate work list button (E) in the Actions button area () of the corresponding work
list.

7 Rotor-Gene AssayManager EEIREN)

File Help

| Available work lists | Manage or apply work lists ‘

¥) Manually created work lists ‘

Unprocessed Processed ?

Waork list name. a|#samp.__ | Assay profiles Rotor type Volume | Author Creation date. Actions Apply | a
b 2PlexBPlexAP UDT 2| cmy, cmy Roter-Dise 100 50 l | fdoe 05.12.2011 D6:00:00 m -_r ]
» 2PlexAP UDT 66| CMV 72-Well Rotor 50 ul | ddoe 13.12.2011 15:00:00 E -_F

The Duplicate work list button is always enabled for a manually created work list. Clicking this
button creates a copy of the selected work list. The Edit duplicated work list screen is displayed.
This screen is analogous to the Create work list dialog. The duplicate work list is not saved to the

database until Save is clicked.

The duplicated work list has the following properties:

® The fields # samples, Material number, Kit expiry date and Lot number are editable.

e The is editable check box is enabled. The work list is complete (can be applied) check box is

not activated for duplicated work lists.

® The Last modified and Last applied fields are empty and are populated when the work list is

saved for the first time.

1. Change to the Setup environment by clicking the Setup icon in the main toolbar ()
All Available work lists are displayed in the table.

2. locate the manually created work list you want to duplicate and click the corresponding
Duplicate work list button (JEJ) in the Actions buttons area ([&]).

The Edit duplicated work list screen is shown.

3. Modify those parameters you need to change according to the steps described in the

procedure “Creating/editing a work list,” page 237.

Rotor-Gene AssayManager v2.1 MDx Core Application User Manual 05/2019

249



Note: Automatically generated work lists are not able to be duplicated and are not intended for use

with FDA cleared or approved nucleic acid tests.

Related topic
“Available work lists view,” page 117.
Exporting a work list

Exporting a work list is used to exchange work lists between different Rotor-Gene AssayManager

v2.1 installations that are using different databases.

The export functionality can be found in the Setup environment () The Actions button bar ()
in the Available work lists table includes the Export work list button (E)

7 Rotor-Gene AssayManager [=[@] = ]

» v = IT ol

File Help

Setup | Approval  Archive Configuration

| Available work lists | Manage or apply work lists ‘

¥) Manually created work lists ‘

Unprocessed Processed ?

Waork list name. a|#samp.__ | Assay profiles Rotor type Volume | Author Creation date. Actions Apply | a
b 2PlexBPlexAP UDT 2| cmy, cmy Roter-Dise 100 50 l | fdoe 05.12.2011 D6:00:00 m ﬁ ]
» 2PlexAP UDT 66| CMV 72-Well Rotor 50 ul | ddoe 13.12.2011 15:00:00 Eﬂ ﬁ

1. Ifitis not active, change to the Setup environment by clicking the Setup icon in the main
toolbar ()

2. Move the mouse cursor to the Actions button bar () of the work list you want to export.

3. Click the Export work list button (E)

A dialog opens to select the target directory and the file name. By default, the directory set in

the Configuration environment is preselected.

@ Specify the work list export destination.
Loskin |G v|
Path  © et
Hame Last modified a
16_GB_SD-Karte_touch_hd 0052011 053148 ﬂ
Config Msi 12.10.2011 08,0004
dats 20102011 133603
Documents and Seflings 23.08.2011 113430
Dokumente und Einstellungen 17.052011 15:16:38
download 26 10.2011 14:35.05 v
File name File type
1w files (*.rwi) v|
(o=

4. Browse to the designated directory.
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5. Enter a file name for the exported work list.
6. Click OK.

The work list will be saved under the entered file name and with the extension *.iwl.
Related topic
“Available work lists view,” page 117.

Deleting a work list

1. Ifitis not active, change to the Setup environment by clicking the Setup icon in the main

toolbar ()

All Available work lists are displayed in the table.

1 Rotor-Gene AssayManager == = ]

File  Help

| Available work lists | Manage or apply work lists

¥/ Manually created work lists

Unprocessed Processed ?

Waork list name. a [# samp... | Assay profiles Rotor type Volume |Authar Creation date Actions Apply
» 2PIEXBPIEXAP UDT 2| oMy, oMy Rotor-Disc 100 50 pl | fdoe 05.12.2011 D6:00:00 [ x ][]
b 2PlexAP UDT 66|CMyV 72-Well Rotor 50 i | ddoe 13.12.2011 15:00:00 Eﬁ

2. Locate the work list you want to delete and click the corresponding Remove work list

button (E) in the Actions button bar () of the appropriate row of the table.

The following confirmation dialog is shown:

@ Work List Removal

The selected work list
WL_20120419_0934_su will be deleted.
{450122)

3. Click OK to remove a work list and return to the Setup start screen.

The selected work list entry will be deleted from the database and then disappears from the

work list table.

Click Cancel to cancel the process to remove the work list and return to the Setup start screen.

The selected work list entry will remain as before.
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Related topic
“Available work lists view,” page 117.
Starting a run

A run can be started from the Available work lists table in the Setup environment () by clicking
the Apply work list button | (E) in the Apply button bar of the appropriate work list entry.

Alternatively, a run can be started affer a new work list has been successfully created. Details can

be found in the section “Creating/editing a work list,” page 237.

[ Rotor-Gene AssayManager | = | =] 28 |

» ¥ B IT L

File Help

Setup Approval Archive Configuration Cycler 2 y 3 Cycler 4
Available w
¥ Manually created work lists
Unprocessed Processed
Work list name & |# samp... Assay profiles Creation date Actions Apply -
» 2PlexBPlexAP UDT 2| cMv, cMv 05.12.2011 D6:00:00 e
» 2PlexAP UDT 66| CMV 13.12.2011 15:00:00
» 2PlexHRMAP UDT 66| Gy 10.12.2011 12:00:00
» SPlexHRMAP UDT 66| Chv 16.12.2011 18:00:00
BT T — b

After the run is triggered, the Apply work list screen opens.

The user must enter an experiment name and select a cycler. If required, an overview of the samples
can be displayed and then printed to a *.pdf file. In the Summary areq, select View sample details,
then Print work list. This printout can be used as a pipetting scheme.

Note:

® An experiment name must be entered.
® The length of the experiment name is limited to 80 characters.

e The experiment name must be unique in the database.
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e The default name is defined under Settings (page 195). The default name for the experiment

name is defined as follows:

<Assay profile short names>_<YYYYMMDD>_<HHMM>, e.g.,
AS1_AS2_AS3_20120327_1359.

The default name may exceed 80 characters. In this case, shorten the name manually to meet

the requirements.
Applying a work list

1. If it is not active, change to the Setup environment by clicking the Setup icon in the main
toolbar ()

The Setup environment opens. All Available work lists are displayed.
2. Select the work list you want to apply (manually or automatically created).

3. Click the Apply work list button 5 (E) in the Apply button bar.

The Apply work list screen opens. It consists of 3 areas: Summary, Cycler selection and the

Messages section.

e B . . ey
=R £

File Help

Setup | Approval  Archive  Service  Configuration Cyoler 1

Apply work list “2Plex6PlexAP UDT™

Summary Cycler selection ﬂ
- Position  Name Next verification Cycler status Select Ring att...
Experiment name Work list name
2PIexBPIEXAP UDT u Cycler 1 2204201547 day(s)] | Ready
[B] [ ofevttname | crestea mEE | Cycler2 24042015 40 day(s)] | Ready
05.12.2011 £:00 - fdoe
mu | Cycler3 26042015 [51 day(s)] | Ready
Last modified m [Cyclerd 28.04.2015 [53 day(s)] Ready
06.12.2011 7:00 - edos
Roto: Applied
otor type peRe Cycler details
Rotor-Disc 100 07.12.2011 8:00 - ddoe
Free positions Reaction volume QiAsymphony AS result file
2 50 |uituse fdoe's Workiist
Assays
Name. Sampies [Kit
o = Messages
CMv 1 Ne expsriment name is entered. Provide an experiment name. (470000)
No matching cycler available for this experiment. Contact your local administrator
(470005)
View sample details.
Print work list..

@ Closed Mode

4. Enter the name of the experiment in the Experiment name field (), or click Default name

(E) to generate a name automatically.
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5. In the Cycler selection areq, click the Select radio button (E) to select a cycler with a Cycler

status of Ready.

6. Activate the Ring attached check box () to confirm you have attached the locking ring.
The Start run button () is now activated.
7. Click the green Start run button () to start and apply the run.

Click Cancel to abandon the preparation of the run. In this case, this screen closes and the

Available work lists screen opens.

The following steps happen after the Start run button is clicked:

® The experiment is saved to the database.

® The run is started.

e The application switches to the cycler environment of the cycler selected for the run.

Optional step:

The user can get detailed information about the samples using the View sample details () and

Print work list buttons ([l).

Click View sample details to open a scrollable list with detailed information about the samples:

@ Work list "WL_20120417_0858_su" | Samples

Pos. Style  Sample ID Status | Sample type Targets
10 =" Pc_1 PG Test, IC
2@~ " FC_2 FC Test, IC
3@ T Pc3 FC Test, IC
4@ 1 Test Test. IC
s5m— 2 Test Test. IC
16/m— 13 Test Test, IC
170 14 Test Test. IC
FP— T = e

Assay
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat

QF Pat
QF Pat

Sample comment N

v

Print work list... W

A *.pdf file with this data can be generated either by clicking Print work list from this screen or

from the Apply work list screen. This file can be used as a pipetting scheme.

Related topics

“Creating/editing a work list,” page 237.

“Managing cyclers,” page 272.
“Settings tab,” page 193.

“Available work lists view,” page 117.
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Finishing and releasing a run

After a run is started, the environment of the selected cycler is displayed. This screen mainly consists

of the sample information at the left and the plot area at the right.

) Rotor-Gene AssapManager (===
File Help

» ¥ B oI e e &2 &

Arhive  Service  Configuration Cycler 2 Cycler 3

Cycler Operator Flaorescence: 112 Cyeles: 140 Blxws  [G]vm
Cycler 1 su
Comment
Sample Information
Tube | Sample ID Type Assay A
M1 Quantificaio.. QS HIV /
W2 CQuaniicaic... QS Hiv » Y
M3 Quantiicaio.. QS HIV
M ¢  OQuantificatio.. QS HIV
o
M S Megaiive Co.. NTG HIV ¢
W5 SamplelD1  Test HIV 3
7 Sample D2 Test HIV E]
W3 SampkeD3  Test HIV
W sampieiD4  Test HIV
W 10 Sampie DS Test HIV

W 11 SamplelDE  Test HIV
W12 SamplelD7  Test HIV
W 13 SampleDE  Test HIV
W 14 SamplelDS  Test HIV
W 15 SamplelD10  Test HIV
W 16 SamplelD i1 Test HIV
W 17 SamplelD12  Test HIV
W 18 SemplelD13  Test HIV

O =roo v i 8« i " o w @ « ® W ® ¥ W % % Cpew
amy e
W20 SamplelD15  Test HIV
v Starttime  Remaining time 5
- — = c
21 Gamnle DR Teat Hns e e, Stop process: Finish run...

@ Closed Mode

Sample information Plot area

During the run process and depending on the currently used plug-in, the amplification curves will
be displayed and updated in real time. A progress indicator at the bottom left and a progress
indicator located under the cycler’s icon show the run’s progress. It is possible to stop the run by
clicking Stop process.

Both sample information and plot area provide interactive functionalities to check the amplification

curves of single (or multiple) samples.

Note: When the run is started, all samples are selected and marked blue and all amplification

curves are shown.

Click a single sample row in the sample information table to select/deselect a sample. To make
multiple selections, move to the first sample to be selected, hold down the leftmouse button, and
drag the mouse to the last sample. The status of the first selected sample defines whether these
samples are selected or deselected; if the first sample was initially selected, all samples will be

deselected and vice versa.
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Finishing a run

The cycler icon and progress indicator, Remaining time bar and button labels change from the start

to the end of a run. When the run has finished, the cycler icon will change.

(=)

Cycler 1

Cycler idle

(=)

Cycler 1

Progress Indicator

Run started

"

=

Cycler 1

Run finished

Remaining time Ready

Run started Run finished

The Stop process button changes its label to Finish run .

The Operator must click Finish run to finalize the run.

Note: If Stop process is clicked during the run or an error occurs, the run is stopped and the cycler

icon changes to:

(=)

Cycler 1

For more information, see “Cycler Environment”, page 150.
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1. Change to the corresponding Cycler screen by clicking its icon in the main toolbar.
The Cycler screen is displayed.
2. To finish a run, click Finish run.

The Finish run dialog is opened. It provides details about the position and the name of the
cycler, the run status, the experiment name, errors during run, and a comment. Depending on

the run properties, some of the fields may be empty.

Position Name Run status

. Cycler 1 Run Successful

Experiment name

QF Pat_20120419_0940

Errors during run

Comment

RSEESEERIGo o Eppova )l meaee|

J

3. Select the desired option.
Click Release to release the cycler.

Click Release and go to approval to release the cycler and change to the Approval

environment.

Click Cancel to cancel the release process and change to the Cycler view.

When the user releases the cycler, the following processes are triggered:

e The cycler is released and ready for a new run.

® The run is stored in the internal database with all experiment data (sample information, etc.).
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Difference if release of run has to be signed

The administrator can determine that the release of a run must be signed. This option is set in the

General settings tab of the Configuration environment.

Finish run

E Run has to be released befors starting approval

[l Release of run has to be signed

If the option was set, the run has to be signed with a password (user profile password).

The buttons Release and Release and go to approval are disabled. These buttons are enabled only
if a valid password is entered in the Password field of the Finish run dialog.

@ Finish run

Position Name Run status

] Cycler 1 Run Successful

Experiment name

SYBR_20120419_1053

Errors during run

Comment

Password

|1—— Password field

Release Release and go to approval Cancel

Note: After a run is finished and the cycler is released, open the lid, remove the rotor and discard

the samples immediately.
Related topics

“Seftings tab,” page 193.

“Cycler Environment,” page 150.
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Approving a run

After a run has finished and the cycler has been released, the experiment will be stored in the
internal database. The analysis of the acquired data is performed automatically depending on the
plug-in corresponding to the assay profile and the rules and parameter values defined by the assay

profile.
Rotor-Gene AssayManager v2.1 provides test results that must be approved and released by a user
with the role of an approver. Depending on which Rotor-Gene AssayManager v2.1 plug-in is

currently used, the individual approval process may differ.

In this section, only the general functions are described. For details about the individual approval

process, refer to the corresponding plug-in user manual.
Filtering experiments

The first step in the approval process is to filter the assay to be approved. This is done by using

filter criteria in the Approval environment.

& Rotor-Gene AssayManager

Gina Doe

File Help
{mDsc L)
Setup | Approval i Cycler 3
Filter options Assay selection
R Start date End date ] |Experiment - Assay # samples | Operator Run date Status :

I [ps.022015 [psD32015 »| [J| ACC_20150225_D853 ACG_Standardprofile UDT 5| Gina Doe 25.02.2015 D8:53:39
[B] 7 use aavanced fiter options »| [] ACC_20150225_0853 ACC_OptCenf_Unrestricte... 5| Gina Doe 2502 2015 D8:53:39
[ Analyzed UDT experiment 1 APT_1P_ValidCheck 40| Andy Doe 22.02.2015 14:14:43
Ia [ Analyzed UDT experiment... APT_1P_ValidCheck 40| Andy Doe 22.02.2015 14:14:43
»| []| Analyzed UDT experiment 2 APT_2P_validChack 2| Andy Doe 21.022015 14:14:43
»| [] Analyzed UDT experiment 3 Testi 42| Andy Doe 20.02.2015 14:14:44
»| []| Analyzed UDT experiment 4 APT_1P_ValidCheck_Crop 40| Andy Doe 19.02.2015 14:14:44
»| ] CMv_20150224_0827 2PlexBPlexAP UDT 94/ Gina Doe 24.02.2015 08:27:36
»| ]| Experiment No. 41 UDT [ artus CMV RG PCR CE UDT 30| Andy Doe 22.022015 14:14:28
+| ]| Experiment No. 42 UDT artus HI Virus-1 RG RT-PC... 66| Bob Doe 21.02.2015 14:14:29
»| ]| Experiment No. 43 UDT (@) oV 35tep 1Green 26ree.. 19| Cindy Do 20.02.2015 14:14:28

»| ]| Experiment No. 43 UDT (@) oMV 35tep 10range 2Ci... 19| Cindy Doe 20022015 14:1429 | [

»| [J| Experiment No. 43 UDT [ oMV 3 steps red on step 2... 19| Gindy Doe 20022015 141429 | [
»| ]| Experiment No. 43 UDT [E]| cv 3 steps red on step 3... 19| Gindy Doe 20.02.2015 14:14:29
»| ]| Experiment No. 44 UDT ACC_Standardprofile UDT 20| Dean Doe 19.02.2015 14:14:29

»| [J| Experiment No. 44 UDT ACC_Rolor36W72w UDT 20| Dean Doe 19022015 141428 | [
»| []| Experiment No. 44 UDT ACC_Vol_25d0_40d0 UDT 20| Dean Doe 18.02.2015 14:14:29

E »| [/ Experiment No. 45 UDT [M1 | artus cMv RG PCR CE UDT 30| Edward Doe 18.02.2015 14:14:29 v
e Start approval

+

This environment mainly consists of 2 parts: A Filter options panel at the left and the Assay selection
table at the right. The filter criteria are defined in the Filter options area. All assays matching the

criteria will be listed in the Assay selection table af the right.
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The simplest filter is the search for assays within a certain date range. Advanced filter options allow

the user to define further filter criteria.

The following tables provide explanations of the filter criteria.

Simple filter

Criterion

Comment

Date range

Advanced filter options

Criteria

Enter a start date and an end date in the corresponding fields to

filter for assays with a run start date in the defined date inferval.

Dates can either be manually entered or entered using the date

picker.
Restrictions:

e Wildcard characters are not allowed

e Dates must be entered completely

Comment

Filter assays

Assay status

To filter for specific assays, activate the Filter assays check box. Al
assays are displayed in a list. A check box in front of every assay

row allows selection for individual assays.

Multiple assay selections are possible to search simultaneously for

different assays.

Filter for the assay status using the radio buttons. Possible values
are:

® Successful

e Failed

e Both

e Pending

Note: The assay status Pending is not applicable for FDA cleared

or approved nucleic acid tests.
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Criteria Comment

Release status Filter for the release status using the radio buttons. Possible values
are:
e Unreleased
e Partially
e Both

Note: The release status Partially released is not applicable for

FDA cleared or approved nucleic acid tests.

Filter experiment Filter for certain assays by activating the check box and entering
name an experiment name.

Filter contained Filter for specific sample IDs by activating the check box and
sample IDs entering one or multiple sample IDs. Multiple sample IDs must be

entered in individual rows without any separators.

Filter operator Filter for a specific operator by activating the check box and

selecting an operator from the list.

Filter cycler serial Filter for a cycler serial number by activating the check box and

number entering a cycler serial number (only digits).

1. If it is not active, change to the Approval environment by clicking the Approval () icon in

the main toolbar.
2. Select the appropriate filter criteria in the Filter options section in the left part of the screen.

3. Enter a start and an end date in the Start date (E) and End date () fields either manually

or using the date picker.
4. To use the advanced search criteria, activate the Use advanced filter options check box (m)
5. Select the appropriate filter options. Multiple selections are possible.

6. Click Apply filter () to search the internal database for experiments meeting the criteria

defined in the previous step.

All assays meeting the filter criteria will be listed in the Assay selection table () in the

righthand area of the Approval environment.
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7. Activate the check box in front of the assay for approval. It is possible to select multiple

assays.

Assay selection

[] | Experiment ™ Assay
»| | CMv Teye_20120321_0953 2PlexBPlexAP
» || cwvv_20120321_1222 [ 2Plex6PlexaP

The Start approval button is activated when at least one assay is selected:

8. Click Start approval.

Note: Click Reset filter (E) to reset the selected filter options to the default values, i.e., start

date set to 1 month ago, end date set to today, advanced filter options deactivated.
Approving samples

Depending on which Rotor-Gene AssayManager v2.1 plug-in is currently used, the individual
approval process may differ. For details about the individual approval process, refer to the

corresponding plug-in user manual.
Releasing data

After the approval of sample results, the data must be released. If a sample result is released, its
approval status and the comment cannot be changed anymore.
1. After approving the sample results, click Release/report data in the button bar.

The following dialog opens:

Messages

After release, the test results are moved
to the archive. (22T0157)

e
(B

Note: The release process of the Gamma Plug-in is taken as an example for screenshots.
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2. If the release must be signed, enter the Rotor-Gene AssayManager v2.1 login password in the

Password field () This option is set by the administrator in the Configuration environment.

3. To release the data, click OK (E)
To cancel and go back to the Results table click Cancel ()

The data will be stored in the internal database of Rotor-Gene AssayManager v2.1. As a result, the
assay will no longer be available in the Approval environment but can be accessed from the Archive

environment.
Note: LIMS output is generated during release if configured.
Working with reports

A report can be generated during the release of sample results in the Approval environment (see
“Approving a run,” page 259, for more information). For experiments that are already released, a

report can be generated from the Archive environment.

Note: For FDA cleared or approved nucleic acid tests, the content and layout of the report is set by

the assay profile.

Note: The target directory for saving the generated report and the source directory for report profiles

are defined in the Settings tab (see page 204).

[ Rotor-Gene AssayManager

File Help

Q&

Configuration

Seffings User nt Cycler Archive Management

Local Settings

Default data export directories

Report folder
CAUsers\Public\Doct QUAGEM\F Gens A \ExporfiReports

[ Export results to LIMS
LIMS5 output folder
CAUsers\Publici\Doct QUAGENIF Gene A \ExporfiLIMS

Report profiles

—= | CiUsers\Public\Doct QHAGENYF Gene A \ReportProfiles
Support packages
CAUsers\Public\Doct QUAGEM\F Gens A \SupportP:
Rotor-G: il {-rex) for assay profile testing
CAUsers\Public\Doct QUAGEM\F Gens A \RexForAssayTest

Note: For the Gamma Plug-in, no user defined report profiles are applicable. The experiment data

included in the report are predefined by the assay.
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Creating a report in the Archive environment

1. Click Archive () in the main toolbar to change to the Archive environment.

The Assay selection screen is displayed.

i Rotor-Gene AssayManager
File Help
=
Archive
Filter options Assay selection

Start date End date [ |Experiment - Assay # samples | Operator Run date Status
[ps:022015 E‘ [e5.03.2015 E‘ + | [CJ] Experiment No. 43 UDT @) cmv 33tep 10range 2Cri 18| Cindy Doe 20022015 141420 | [}
[JUse advanced fiiter options + ||C7| Experiment No. 43 uDT [| cMv 3 steps red on step 2... 19 Cindy Doe 20022015 141429 | [
+ ||| Experiment No. 44 UDT ACC_Rotor36W72W UDT 20 Dean Doe 19.02.2015 14:14:29 u
+ ||CJ| Experiment No. 48 UDT ‘CMV 3 steps red on step 2. 30 Andy Doe 15.02.2015 14:14:28 |]
+ ||| Experiment No. 50 UDT CMV 3Step 10range 2Cri 12| Andy Doe 13022015 141420 | [
¥ ||| Experiment No. 50 UDT ‘CMV 3 steps red on step 2. 12 Andy Doe 13.02.2015 14:14:29 El
+ ||CJ| Experiment No. 51 UDT m artus CMV RG PCR CE UDT 66 Fred Doe 12.02.2015 14:14:28 v

B] C
| S G ||| | e o Bl swovesson

2. Select the appropriate filter options and click Apply filter (B)
A list with assays matching the filter options is displayed.
Select one or multiple assays by activating the corresponding check boxes ()

4. Click the Show assays bution ([B)). The button is activated if at least one experiment is

selected.

I
‘ Cone. unit | Default unit v| Show IC Assay comment J ‘ |

| [ creoe g pocre — e I e |

5. Click Report data (E) in the button bar and the report is generated.
Related topics

“Archive Environment,” page 182.

“Approval Environment,” page 161.
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Working with audit trails

The audit trail logs all actions performed in Rotor-Gene AssayManager v2.1. Various filter criteria

can be selected in the Service environment to filter the audit trail entries.

filter criteria are listed in the Results table.

All entries matching the

i Rotor-Gene AssayManager
File Help
eseos =
ssssse w ) I T o=
e Approval  Archiv Service Cycler 1
Filter
[ Date & time User Experiment
Date from Time from @ Al users er il @Al Experiment
05.032015 | 00:00:00 © This user Q Specific
Date to Time to © Specific
05.03.2015 23:59:50
Filter criteria Context Computer Signed actions Message ID
] nstaliation ; © This computer @® AN actions @Al
i User @ ANl computers © signed only O specific | |
[ Session I |
Language (@ Systemlanguage () English Reset filter setfings Epply fitter |

Results

| Context Date & Time User Experiment Message ID

| Session 05.03 2015 06'56-11 Gina Doe (su) 1030012

| Session |05.03.2015 D8:35:19 | Gina Doe (su) | 1030016
f:hsf‘e"‘ || Session |05.03.2015 08:35:26 | Gina Doe (su) 1030014

| Session 05.03.201509:12:10  Gina Doe (su) 1030012

| session |05.03.2015 09-34:48 | Gina Doe (su) [ 1030014 |

| Session 05.03.2015 09:47-21 Gina Doe (su) 1030012

| Session | 05.03.2015 10:D8:55 | Gina Doe (su) | 1030016 |

Text
su logged in successfully in Closed Mode.

| Spplicaﬂoﬂ unlocked successfully for the use

su logged out successfully.

| su logged in successfully in Closed Mods

éu bgged m.dsuéce‘ssfully, .

su logged in successfully in User Defined Tes
Applicstion unlocked successfully for the use

o PDF

@ Closed Mode

Filtering for audit trail entries

1. Click Service () in the main toolbar.

The Audit trail tab in the Service environment contains a Filter area with various filter criteria.

These criteria are used to generate the Results table where audit trail entries matching the filter

are listed.

2. Select filter criteria from the group boxes in the Filter area (E)
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Different filter criteria can be combined. The following filtering options can be used:

e Date & time

e User

e Experiment

e Confext

e Computer

e Signed actions

e Message ID
3. Click Apply filter ([&l).
All entries in the audit trail matching the filter criteria are listed in the Results table.

Note: If the number of entries matching the filter criteria exceeds 1200 entries, an error

message is shown. Adjust the filter settings.
Click Reset filter settings (E) to set default filter options.
4. Click Print to PDF (E) to create a *.pdf file containing the filter criteria and the dedicated

audit trail entries. This *.pdf file can be saved manually, if necessary.
Related topics

“Service Environment,” page 186.
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Administrative Tasks

The following administrative tasks can be performed by those users logged in as administrators.

Warning: Rotor-Gene AssayManager v2.1 shall not be used with the admin account of Microsoft

Windows operating system.

This section covers the following administrative topics:

® Managing assay profiles
® Managing report profiles
® Managing cyclers

® Managing users

® Managing archives

e Customizing settings

Managing assay profiles

Assay profiles can be managed in the Assay Profiles tab of the Configuration environment.

All previously imported assay profiles are listed in a table. A button bar at the bottom of the screen

contains all commands to manage assay profiles. Assay profiles can be activated, deactivated,

imported, and exported.

o i .. W W

File Help

Assay profiles management

© Name 4 |Version | Shortname | Plug in type and version Creation date "N
« | APT_1P_ValidCheck 231 APT Gamma 1.0.0 Closed 18.08.2014 11:23:24

| w* | APT_1P_ValidCheck CropCycles 231 APT Gamma 1.0.0 Closed 07.05.2014 11:42:50

v APT_2P_ValidCheck 231 APT Gamma 1.0.0 Closed 07052014 11:45:22

| v | arfus CMV RG PCR CE Closed (short) 231 oMy Gamma 1.0.0 Closed 02.05.2016 17:38:23

Buttons for
Show only acfive profile versions “ Refresh list l Deactivate Activate Export... F— managing
assay profiles
@ Closed Mode
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The following tasks related to managing assay profiles are covered in this section:

® |mporting/exporting an assay profile

® Activating/deactivating an assay profile
Importing/exporting an assay profile

Rotor-Gene AssayManager v2.1 provides an import/export feature for assay profiles to exchange
assay profiles between different Rotor-Gene AssayManager v2.1 installations. An imported assay
profile will be added to the list of Available work lists in the Setup environment. The imported assay
profile is available for the creation of new work lists. This is done in the Setup environment. Newly
developed assay profiles have to be imported before they can be used in Rotor-Gene

AssayManager v2.1.

Assay profiles management

Name & Version Shortname  Plug-in type and version Creation date A
W ART_1P_ValldCheck 231 APT Gamma 100 Closed 18082014 112324
" | APT_1P_ValidCheck_CropCycles 231 APT Gamma 1 00 Closed 07.05.2014 11:42:50
W | APT_2P_\ValldCheck 231 APT Gamma 1 00 Closed 07 052014 11:4822
»" [ artus CMY RG PCR CE Closed (short) 23 (=" Gamma 1 00 Closed 02052016 173822

[ Show only active profile versions Refresh kst

Exporting an assay profile

The export of Closed mode assay profiles (i.e. FDA cleared or approved nucleic acid tests) is not

possible. The Export button is deactivated.
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Importing an assay profile

1. Click Configuration (JN) in the main toolbar.
2. Select the Assay Profiles tab (E)
3. Click Import (&)
The Select file dialog is opened.
4. Go to the directory containing the assay profile you want to import.
5. Select the assay profile, and click Open.
The selected assay profile is loaded and added to the list of available assay profiles.

Note: The same version of an assay profile cannot be imported twice.

Related topics
Configuration environment/Assay Profiles tab, page 221.
“Setting up a run,” page 237.

“Setup Environment,” page 117.
Activating/deactivating an assay profile

Assay profiles can be activated and deactivated. Only activated assay profiles are available for
creating and applying work lists in the Setup environment. Deactivated assay profiles cannot be
used but can be reactivated by an administrator, if required. Existing work lists containing a
deactivated assay profile cannot be applied anymore; this is indicated by an icon & in the Status

column of the Available work lists table in the Setup environment.

By default, the Show only active profile versions check box at the bottom-left of the screen is
activated. To see activated, deactivated and expired assay profiles in parallel in the list, deactivate
the check box. Activated, deactivated and expired assay profiles can be differentiated by the
following icons:

® + Activated

o [2) Deactivated

o B Expired
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Deactivating an assay profile

1. To open the Assay profiles management screen, click Configuration () in the main toolbar
and then click the Assay Profiles tab (E)

Assay profiles management é
Name o|Version | Shortname |Plugintypssndversion | Creation date a
+ | APT_1P_VaiidCheck 231 APT \Gamma 1.0.0 Closed 18.08.2014 11:23:24
v | APT_1P_vaidChesk_GropCyties |233 APT Gamma 1.0.0 Glosed 07.052014 11:42:50
+ APT_2P ValidCheck 231 APT Gamma 1.0.0 Closed 07 052014 11:48:22
+ | arius CMV RG BCR CE Closed (short) [231 cMy Gamma 1.0.0 Closed 02052016 17:35.23
[+ artus Hi Vinss-1 RG RT-PCR GE Glosed (short) 231 HIV Gamma 1.0.0 Closed 02052016 17:38.23

P m — — -
o o vt e e il

2. Select the assay profile to be deactivated by clicking in the corresponding table row.
The selected row is marked blue.
3. Click Deactivate ([f@).

The following confirmation dialog is opened:

@ Confirmation

Assay profile Test in version 1.0.0 will be
deactivated. (820015)

[ d
4. Click OK.
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The selected assay profile will be deactivated. The icon of the assay profile changes

from % to 2 in the assay profiles table.

‘ Assay profiles management ‘ Assay profiles management

Name
" | QuantiFast Pathogen PCR +IC
+ | Rotor-Gene SYBR Green PCR Demo Kit —— m

Name
" | QuantiFast Pathogen PCR +IC
Retor-Gene SYBR Green PCR Demo Kit

Activating an assay profile

. Click Configuration (JN) in the main toolbar.
. Select the Assay Profiles tab (B)

N —

3. Ensure that the Show only active profile versions check box is deactivated.
Otherwise deactivated assay profiles are not shown and cannot be activated.

|:| Show only active profile versions

4. Select the assay profile to activate by clicking in the corresponding table row.

The selected row is marked blue.
. Click Activate ([5Y).

The following confirmation dialog is opened:

@ Confirmation

Assay profile Test in version 1.0.0 will be
activated. (820013)

(6]

_—— s

6. Click OK.

The selected assay profile will be activated. The icon of activated assay profile changes

from L) to % in the assay profiles table.

Note: Only one version of an assay profile can be active. If another version of an active assay

profile is activated, the previous one is automatically deactivated.
Related topics

Configuration environment/Assay Profiles tab, page 221.
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Managing report profiles

Note: For FDA cleared or approved nucleic acid fests, the content and layout of the report is set by

each assay.

Managing cyclers

Rotor-Gene AssayManager v2.1 can manage and operate up to 4 different Rotor-Gene Q MDx

instruments in parallel. The cyclers can be configured and managed in the Cycler Management tab

of the Configuration environment.

oo

Registered cyclers

Position Name

mams |Cycler 1
mEEE | Cycler2
IEEE | Cycler3

EEEE | Cyclerd

ORI

Configuration

Cycler Management

Serial number Optical i | Next i i Cycler status Actions |
0112101 (RGQ MDx) Eplex 2204 2015 [42 day(s]] Ready B
0409102 (RGQ) Splex 24.04.2015 [44 day(s)] Ready E
1209103 (RGQMDx)  Splex HRM | 26.0¢ 2015 145 dy(e)) | Ready ' n'
1109104 (RGQ) Spiex HRM | 28.002m15 [45 day(s)] Ready [ % | .

Verificafion comment for selected cycler

The following tasks related to managing cyclers are covered in this section:

e Adding a cycler

e Editing cycler settings

® Removing a cycler

Possible cycler states are:

Status Description

Offline The cycler is either connected or not connected but not turned on.
Ready The cycler is activated and ready.

Loaded The cycler is loaded.
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Status

Description

Needs verification
Running

Run stopped

Run complete

Run failed

Run stopped, cycler
disconnected

Run complete, cycler

disconnected

Run failed, cycler

disconnected

Adding a cycler

The cycler needs to be verified.

The cycler is performing a run.

The cycler was stopped but has not yet been released.
The run finished successfully.

An error occurred during the run.

The cycler has been disconnected after the run has been stopped

but has not been released yet.

The cycler was disconnected after the run had been completed.

The cycler was disconnected after the run had failed.

1. Connect the USB cable supplied to the USB hub or a USB port of the computer.
2. Connect the USB cable or the USB hub to the back of the Rotor-Gene Q MDx.

3. Connect the Rotor-Gene Q MDx to the power supply. Connect one end of the AC power cord
to the socket located at the rear of the Rotor-Gene Q MDx and the other end to the AC power

outlet.

4. If not already done, install Rotor-Gene AssayManager v2.1 software. The driver is installed

automatically with the software.

5. Once the software has been installed, switch on the Rotor-Gene Q MDx by moving the switch,

located at the back on the righthand side, to the "On" position.

Note: Each Rotor-Gene Q MDx has to be registered by Windows before it can be used by

Rotor-Gene AssayManager v2.1. The registration is performed automatically when a

connected cycler is switched on.

6. Open Rotor-Gene AssayManager v2.1.

Note: If Rotor-Gene AssayManager v2.1 was previously open, switch off the Rotor-Gene Q

MDx and switch it on again.
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[ Rotor-Gene AssayManager

[

Registered cyclers

Position Name Serial number ‘Optical Next Cycler status Actions
= Cycler 1 0112101 (RGQ MDx)  |6plex 27042015 [42 day(s)] Ready
mmEm | Cycler2 0409102 (RGQ) Splex 24.04 2015 [44 day(s)] Ready
u Cycler 3 1209103 (RGQMDx) | 5Splex HRM 26.04.2015 [46 day(s)] Ready
EEEE  Cycler 4 1109104 (RGQ) Splex HRM 28.04.2015 [48 day(s)] Ready

Verification comment for selected cycler

7. To open the Registered cyclers table, click Configuration (J}) in the main toolbar, then click
the Cycler Management tab ([J).

Note: The cycler must be connected to the computer and switched on before it can be
registered in Rotor-Gene AssayManager v2.1. The software will automatically detect if a

Rotor-Gene Q MDx device is connected.

8. Click the Edit cycler icon () in the Actions bar of an empty row.

Registered cyclers ‘
Position Name Actions
smEE | Cycler2
- - 78
Emmm  Cyclerd

The Edit cycler dialog is shown:

Messages

Position Cycler type
] RGQ MDx

Name Serial number
D] [cyeera 0112101

Distribution channel

Optical configuration

6plex 255

Next verification Days until next verification

[ [zos201 42

Verification comment
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9. Enter a name with up to 8 characters in the Name field (E) and the serial number of the
connected Rotor-Gene Q MDx in the Serial number field (E) The optical configuration of the
cycler will automatically be recognized by Rotor-Gene AssayManager v2.1 when the name
and serial number are entered; MDx status is assigned automatically.

10.Optional: Enter a date when the cycler needs its next verification in the Next verification field
() and add a Verification comment. The comment field can be used to specify what kind of

verification shall be performed at the defined date.

11.Click OK to add the Rotor-Gene Q MDx to the Registered cyclers table.

Note: If more than one cycler is registered in Rotor-Gene AssayManager v2.1, we highly
recommend labeling each cycler prominently on the front of the instrument housing with the specific
name given during registration. This facilitates identification of cyclers when loading, or when
several cyclers are running in parallel, and avoids the need to refer back each time to the serial

number on the type plate.

Related topics

“Setting up a run,” page 237.

“Cycler Environment,” page 150.

Editing cycler settings

1. To open the Registered cyclers table, click Configuration () in the main toolbar, then click
the Cycler Management tab (E)

[ Rotor-Gene AssayManager

File Help

Registered cyclers

Position Name Serial number Optical configuration Next verification Cycler status Actions
Cycler 1 0112101 (RGQ MDx)  6plex 22.04.2015 [42 day(s)] Ready 2| =
" Cyeler2 0409102 (REQ) Splex 24.042015 [44 day(s)] Ready ViES
ms Cycler3 1209103 (RGQMDx) | Splex HRM 26.04.2015 [46 day(s)] Ready VAES =
m  Cyclerd 1109104 (RGQ) Splex HRM 28.04.2015 [45 day(s)] Ready VAES

Verification comment for selected cycler

2. Click the Edit cycler icon () of a cycler that is already registered.
The Edit cycler dialog opens.
Edit the cycler name, the next verification date, and (optionally) a verification comment.

4. Click OK to update the cycler configuration.
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Removing a cycler

Note: Cyclers can only be removed if they are offline, ready or with the status Needs verification.

1. Click Configuration () in the main toolbar.
2. Select the Cycler Management tab (B)

[ Rotor-Gene AssayManager
File Help

Registered cyclers

Position  |Name Serial number Optical i Next

Verification comment for selected cycler

[ ] Cycler 1 0112101 (RGQ MDx)  |Eplex 22.04.2015 [42 day(s)]

n Cycler 2 0409102 (RGQ) Splex 24 04 2015 [44 day(s)]
mE |Cycler3 1209103 (RGQ MDx)  |Splex HRM 26.04.2015 [46 day(s)]
m |Cycler 4 1109104 (RGQ) Splex HRM 28.04.2015 [48 day(s)]

Cycler status

Ready
Ready
Ready

Ready

Actions

x]
x|
%]
%]

=

3. Move the mouse fo the row containing the cycler to be removed from the Registered cyclers

table.

4. Click the Remove cycler bution (&)

The following confirmation dialog is opened:

@ This cycler will be deleted.

Position Name Serial number
[ ] Cycler 3 1209103

S

5. Click OK. The selected cycler is removed from the Registered cyclers table and cannot be used

anymore.

Related topics

“Sefting up a run,” page 237.

“Cycler Environment,” page 150.
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Managing users

A user with the assigned role of Administrator can add new user profiles or activate, deactivate

and modify existing user profiles. User profiles cannot be deleted but only deactivated, if necessary.

Users are managed in the User Management tab of the Configuration environment.

Configuration

Registered users
User ID a | First name Last name

« ados Andy Doe

' | @duerer Albrecht Diarer

L .bcIDe . Bob Doe

+ cdos Cindy Doe

» | ddoe Dean Doe

v .euue .Edwaru Doe

The following topics are covered in this section:

e Creating a user profile
® Changing user profile setfings
® Activating/deactivating a user profile

® Setting password policies and auto-lock timer
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Creating a user profile

1. To open the Registered users table, click Configuration () in the main toolbar, then click the
User Management tab (E)

[v Rotor-Gene AssayManager

Help

Configuration

-! i -- . User Management FI 'I - .

Registered users é
User ID a | First name Last name
+ adoe Andy Doe
~ | aduerer Albrecht Direr
" | bdoe Bob Doe

E Show only activated user profiles Refresh list | W

2. Click New user ([@]).
The Add user dialog is shown:

First name Roles J—
D | ‘ [ Administrator

Last name E Aoprover

[] AssayDeveloper

= | ‘ [ Operator

User ID [ SuperUser H-1
3 | |

Password
cl |

Confirm password

Gl | |

N [ Activate user

Messages

Enter & valid first name (1-50 characters). (150040) @

Enter & valid last name (1-50 characters). (150041) v

“oc]

3. Enter the first name, the last name and a user ID in the corresponding fields (E), (E)

and ()
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4. Enter a password in the Password field (), and enter it again in the Confirm password
field (IEN).

Note: The password must be in the range of 8-40 characters. If CLIA complaint password
rules are activated in the Settings tab of the Configuration environment, the password has to
contain at least 2 upper case characters, 2 lower case characters, 2 numerical characters and

2 special characters.

5. The Activate user check box (n) is activated by default. To create a deactivated user profile,

deactivate this check box.

6. In the Roles table (), activate the check boxes of the role that will be assigned to the user. It

is possible to assign multiple roles to a user.
7. Click OK.

The new user profile is added to the Registered users table.

Note:

e The user must change the password at the first login.

® Password rules can be set up in the Configuration environment in the Seftings tab.

Changing user profile settings
Note: A user ID can never be edited or removed. However, the following data can be modified:
First name, Last name, Password and Roles.

1. To open the Registered users table, click Configuration () in the main toolbar, then click the
User Management tab (B)

iv Rotor-Gene AssayManager

File Help

Registered users é’

User ID a || First name

« | adoe Andy Doe Operator 7
+ | aduerer Albrecht Diirer Operator rad
+ | bdoe Bob Doe Operator

‘ [ Show only activated user profiles Refresh list | ﬁ
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2. Click the Edit user icon () of a user profile.

The Edit User dialog is shown:

First name

Roles

Pl | John ] Administrator
] Approver
Last name
AssayDeveloper
4 | Doe O Assay s
[ Operator
[ SupsrUsar

Password

[ [seesesee

Confirm password

[€] [+esesses

il ¥l Activate user

3. If applicable, modify the name of the user in the fields (E) and (E)

4. If applicable, enter a new password in the Password field () and enter it again in the
Confirm password field ([€3).

5. Toggle the Activate user check box () to change the activation status of the user.

6. If applicable, modify the check boxes in the Roles table (n) It is possible to assign multiple

roles fo a user.

7. Click OK. The user profile will be updated according to the modifications made.

Note: The user must change the password at the next login.

Related topics

Configuration environment/User Management tab, page 208.

“User roles,” page 88.

Activating/deactivating a user profile

A user profile can never be deleted but only deactivated. This ensures that actions in the audit trails

can always be tracked back to a specific user.

Note: Only the status of a user who is not currently logged in can be changed.

Note: Deselect Show only activated user profiles to make deactivated user profiles visible in the

Registered users table.
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Deactivating a user profile

1. To open the Registered users table, click Configuration () in the main toolbar, then click the
User Management tab (E)

fiv Rotor-Gene AssayManager

Registered users é’

| User ID 4 || First name 