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1 Core Application v1.0 User Manual

1.1 Safety Information

The user-friendly Rotor-Gene AssayManager™ v1.0 has been specifically developed for use
with up to 4 different Rotor-Gene® Q instruments. Before using Rotor-Gene AssayManager
v1.0, it is essential that you read this user manual carefully and pay particular attention to
the safety information. The instructions and safety information in the user manual must be
followed to ensure safe operation of the cycler and to maintain the instrument in a safe
condition.

The Rotor-Gene AssayManager v1.0 user manual does not provide detailed information
about the Rotor-Gene Q instrument hardware and maintenance. The Rotor-Gene
AssayManager v1.0 manual only describes the functionality of the Rotor-Gene
AssayManager v1.0 software in combination with Rotor-Gene Q instruments.

Note: The terms "Rotor-Gene Q" and "Rotor-Gene Q instrument", used in this manual,
apply to all Rotor-Gene Q and Rotor-Gene Q MDx instruments (not available in all
countries) unless otherwise specified.

Safety information for the Rotor-Gene Q cycler
The following types of safety information appear throughout the Rotor-Gene Q 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 instrument or other equipment.
Q Details about these circumstances are given in a box like this one.

The advice given in the Rotor-Gene Q cycler manual is intended to supplement, not
supersede, the normal safety requirements prevailing in the user’s country.
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Proper use

WARNING/
CAUTION

VAN

Risk of personal injury and material damage [W1]

Improper use of the Rotor-Gene Q may cause personal injuries or
damage to the instrument.

The Rotor-Gene Q must only be operated by qualified personnel who
have been appropriately trained.

Servicing of the Rotor-Gene Q must only be performed by QIAGEN
Field Service Specialists.

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

WARNING/
CAUTION

JAN

Risk of personal injury and material damage [W2]
Rotor-Gene Q is a heavy instrument. To avoid personal injury or
damage to the instrument, take care when lifting.

WARNING/
CAUTION

JAN

Risk of personal injury and material damage [W3]
Do not attempt to move the Rotor-Gene Q during operation.

CAUTION Damage to the instrument [C1]
Avoid spilling water or chemicals onto the Rotor-Gene Q. Damage
Q caused by water or chemical spillage will void your warranty.
Note

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

instrument and unplug the power cord from the power outlet.
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WARNING/
CAUTION

VAN

Risk of personal injury and material damage [W4]

Do not try to open the lid during an experiment or while the Rotor-
Gene Q 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.

WARNING/
CAUTION

JAN

Risk of personal injury and material damage [W5]

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.

WARNING/
CAUTION

JAN

Risk of personal injury and material damage [Wé]

If the equipment is used in a manner not specified by the
manufacturer, the protection provided by the equipment may be
impaired.

WARNING/
CAUTION

JAN

Risk of personal injury and material damage [W7]

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

CAUTION

JAN

Damage to the instrument [C2]

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 during an experiment, while you are charged with static

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

Rotor-Gene Q and continue the experiment.
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Electrical safety

Disconnect the line power cord from the power outlet before servicing.

WARNING

I\

Electrical hazard [W8]

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, follow the advice below:

* 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.

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:

* |t or the line power cord appears to be damaged.
* |t has been stored under unfavorable conditions for a prolonged period.
* |t has been subjected to severe transport stresses.

WARNING

A\

Electrical hazard [W9]

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.

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-5



Environment

Operating conditions

WARNING

YA

Explosive atmosphere [W10]
The Rotor-Gene Q is not designed for use in an explosive
atmosphere.

WARNING

JAN

Risk of explosion [W11]

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

CAUTION

JAN

Damage to the instrument [C3]

Direct sunlight may bleach parts of the instrument and cause damage
to plastic parts.

The Rotor-Gene Q 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/labs/BMBL.html.
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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.

WARNING

Samples containing infectious agents [W12]

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,* ACGIH,t or COSHH*
documents.

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

*  OSHA
t ACGIH
+  COSHH

Occupational Safety and Health Administration (United States of
America).

American Conference of Government Industrial Hygienists (United States
of America).

Control of Substances Hazardous to Health (United Kingdom).

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-7



Chemicals

WARNING

VAN

Hazardous chemicals [W13]

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,* ACGIH,T or COSHH#
documents.

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

*  OSHA Occupational Safety and Health Administration (United States of
America).

t ACGIH American Conference of Government Industrial Hygienists (United States
of America).

+  COSHH Control of Substances Hazardous to Health (United Kingdom).

WARNING Risk of fire [W14]

VAN

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

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

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.
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Mechanical hazards
The lid of the Rotor-Gene Q must remain closed during operation of the instrument.

WARNING

JAN

Moving parts [W15]
To avoid contact with moving parts during operation of the Rotor-
Gene Q, the instrument must be operated with the lid closed.

WARNING/
CAUTION

JAN

Risk of personal injury and material damage [W16]
Open and close the lid of the Rotor-Gene Q carefully to avoid
trapping fingers or clothing.

CAUTION

VAN

Damage to the instrument [C4]

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; contact QIAGEN Technical
Services.

CAUTION

VAN

Damage to the instrument [C5]

The Rotor-Gene Q 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. Damage caused by use of other consumables will
void your warranty.

CAUTION

VAN

Damage to the instrument [C6]

When Rotor-Gene Q is started immediately after delivery in cold
climates, mechanical parts can block.

Allow the instrument to acclimatize to room temperature for at least
one hour before turning the instrument on.
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WARNING

JAN

Moving parts [W17]
In case of breakdown caused by power failure, remove the power cord
and wait 10 minutes before attempting to manually open the lid.

WARNING

VAN

Risk of overheating [W18]

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

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

Heat hazard

WARNING

JAN

Hot surface [W19]
The Rotor-Gene Q chamber can reach temperatures above 120°C
(248°F). Avoid touching it when it is hot.

WARNING

JAN

Hot surface [W20]

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

Thank you for choosing Rotor-Gene AssayManager v1.0. We are confident it will become
an integral part of your laboratory.

Rotor-Gene AssayManager v1.0 is a software for routine testing in combination with Rotor-
Gene Q instruments. Rotor-Gene AssayManager v1.0 is able to read in sample information,
set up experiments, control up to 4 different Rotor-Gene Q cyclers, acquire data from these
instruments, automatically analyze results, and create reports.

Rotor-Gene AssayManager v1.0 consists of different components working together. The
core application is complemented by different plug-ins that contain assay type specific
analysis and visualization of the results. The core application is mandatory for working with
Rotor-Gene AssayManager v1.0. Optionally additional plug-ins can be installed. At least
one plug-in must be installed. Not all plug-ins are available in all countries. Refer to the P
www.giagen.com/Products/Rotor-GeneAssayManager.aspx to discover our continuously
expanding range of plug-ins.

1.2.1 Provided User Manuals

The core application and every available plug-in have their own user manual with specific
information about the functionality of the different Rotor-Gene AssayManager v1.0
components. Rotor-Gene AssayManager v1.0 provides a context sensitive help that can be
started by simply pressing the "F1" key.

When installing additional plug-ins, the corresponding user manuals are automatically
added to the existing help system. Alternatively the different user manuals can be accessed
from the product web page, read, and printed as *.pdf files.

Rotor-Gene AssayManager v1.0 = Provides a description of the software
core application user manual » Describes functions that are the same for the core
application and all different plug-ins
* Provides information about troubleshooting

Rotor-Gene AssayManager v1.0 Provide details on
plug-in user manuals = How to use the assay type specific plug-ins
* Their functionalities.
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1.2.2  About this User Manual

This user manual provides information about Rotor-Gene AssayManager v1.0 Core
Application in the following sections:

¥ Introduction

P General Description of Rotor-Gene AssayManager v1.0

P Getting started including installing Rotor-Gene AssayManager v1.0
P Basic concept and general software usage

F Using Rotor-Gene AssayManager v1.0

» Maintenance

¥ Troubleshooting

» Abbreviations

¥ Glossary

VONO AN~

The ¥ appendices contain the following:

F File endings
P Liability clause
P License terms

Note

The screenshots show examples of how to use the Rotor-Gene AssayManager v1.0
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.

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 P Managing
cyclers and # Cycler management.

1.2.3  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
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This document is the Rotor-Gene AssayManager v1.0 Core Application User Manual, which
provides information about Rotor-Gene AssayManager v1.0 Core Application version 1.0.x
(x = 5).

1.2.4  Getting Help

Rotor-Gene AssayManager v1.0 comes with a detailed help system. The help is provided as
* pdf file and as *.chm file (compiled help file). The following image shows the help page
corresponding to the login screen, after pressing the "F1" key in dialog. For example:

-oix]
H ¢ 2 & O

Hide Back Forward  Primt Options

C i 3 3
o |§eaﬂ3h| Favories | Logging In and Logging Out Previous Home Next

2 [ Core Application User Manual

Safely Information
E |n|m\j:miun Due to regulatory constraints, all user interactions must be assignable to a specific user. There

2] Intended Use of Rotor-Gene AssapManager user must be authe_mlcated. T_he authentication ensures that after starting Rotor-Gene Assayli
@ Getting Started user must log in using a specific ID and password
@ Basic Concepts and General Software Usage Before leaving the computer, a user is advised to lock the application or to log out
2 ([ Using Rotor Gene Assaphianager
= [ Standard Tasks
@ Logaing In and Logging 0wt

Step-by-step procedure to log in to Rotor-Gene AssayManager

2] Locking and Unlocking 1. Launch Rotor-Gene AssaylManager
Q Settingup a Run ar
[£] Stating a Run if a user has logged out from a previously launched session, select Log in () from the mai

2] Finishing and Releasing a Run :
@ “pproving a Run Rotor-Gene AssayManager

[] working with Reparts File Help

5] working with Audit Trails > Login
Q Administrative T asks Log out
@ Mairtenance Lock

@ Troubleshonting
@ Abbreviations
@ Glossany Service login

@ Appendices

Change password

Exit

The login screen is shown
Rotor-Gene AssayManager

seass
CUAGEN

User 1D

Password
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Using Rotor-Gene AssayManager v1.0 Help

Tool bar
_iaix
| = = = -
Hide Back Farward Print QOptions
Tabs { Contents |§earch| Fa\ror'[tes'
$h
= TR | °
= | .
- 1
e 3 — hd
4 » e + == |
. | i 4| | 4|

The help file contains two functional areas:

= Tool bar
= Tabs

The tool bar contains the following buttons:

Name Icon

Description
"Hide" or =] Hides the left-hand side navigation tab. To display the
"Show" Hids navigation tab again, click "Show". This button
appears instead of "Hide".

"Back" = Returns to the previous screen.

Back
"Forward" = Returns to the screen displayed before using the

Forward "Back" button.

"Print" =, The user has the choice:

Print 1) Print the selected topic
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2) Print the selected heading and all subtopics
Select one option and confirm with "OK" or select
"Cancel" to go back.

"Options" IEfE Opens the options menu with the following entries:
Qptions
Hide Tabs
Back
Fatward
Home
Stop
Refresh
Internet Options...

Print...
Search Highlight Off

The navigation tab contains the following tabs:

Name Description

"Contents" In the "Contents" tab the help content can be browsed by topics.
"Search" Specific help topics can be found by entering search terms.
"Favorites" Shortcuts to individual help topics can be added and managed
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1.3 General Description of Rotor-Gene AssayManager V1.0

Product Configuration

Rotor-Gene AssayManager v1.0 is a software for routine testing in combination with the
Rotor-Gene Q real-time PCR instruments.

The software consists of a core application and modular plug-ins and assay profiles. The
specific combination of core application, plug-in and assay profile determines a specific
routine testing application. Rotor-Gene AssayManager v1.0 allows control and operation of
the Rotor-Gene Q instrument and contains algorithms for analysis of data generated with
the Rotor-Gene Q. Rotor-Gene AssayManager v1.0 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 v1.0 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 v1.0 includes these 3 main functionalities:

1) Cycler control: Rotor-Gene AssayManager v1.0 controls the Rotor-Gene Q cycler, i.e.,
the software will provide all functions to set up, start, and run real-time PCR experiments on
up to 4 Rotor-Gene Q cyclers in parallel. Rotor-Gene AssayManager v1.0 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 cycler.

2) Data analysis: Rotor-Gene AssayManager v1.0 analyzes the real-time 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.

3) Data management: Rotor-Gene AssayManager v1.0 imports sample-specific information
from QIlAsymphony® or via a LIMS. Data from the PCR experiment are then used for
analysis. After analysis the system is able to export data.
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Modes of Operation

For cycler control and data analysis, Rotor-Gene AssayManager v1.0 offers 2 modes of

operation to the user, the Closed Mode and the User Defined Test Mode, described fully in

section 1.5.1.1.

Requirements for Rotor-Gene AssayManager v1.0 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 v1.0 software.

Task

Delivery

Installation

Routine use

Maintenance

Service

Personnel

No special requirements

Laboratory technicians or
equivalent, IT personnel

Laboratory technicians or
equivalent

Laboratory technicians or
equivalent, IT personnel

QIAGEN Technical or Field
Service Specialists only

Training and experience

No special requirements

Basic IT knowledge of installing software

Professional users such as technicians or
physicians, trained in molecular biology
techniques and the functionalities of the Rotor-
Gene Q

Professional users such as technicians or
physicians, trained in molecular biology
techniques and the functionalities of the Rotor-
Gene Q

Trained personnel, certified, and authorized by

QIAGEN

Training for Rotor-Gene AssayManager v1.0 software users

To use the Rotor-Gene AssayManager software no additional special training is required.
The user has to read the accompanying documentation before using the Rotor-Gene
AssayManager v1.0 software.
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1.4 Getting Started

This section of the user manual describes the system requirements for Rotor-Gene
AssayManager v1.0 and how to install and configure Rotor-Gene AssayManager v1.0
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
was successfully completed and before subsequent handling of the software. Therefore,
software checksum verification is requested before installation of any downloaded file 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 on the QIAGEN webpage.

1.4.1  Installing Rotor-Gene AssayManager v1.0

Rotor-Gene AssayManager v1.0 and the corresponding plug-ins are available on
Removable Media. The data carrier provides installation, update, and uninstall process for
Rotor-Gene AssayManager v1.0, the Rotor-Gene AssayManager v1.0 database, and the
Rotor-Gene AssayManager v1.0 plug-ins (plug-ins are delivered with different data carriers).

Rotor-Gene AssayManager v1.0 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 the Rotor-Gene
AssayManager Core Application User Manual.

Note

Plug-ins cannot be uninstalled. In case you want to uninstall a plug-in, the core application
must be uninstalled together with the plug-in. See # Uninstalling the Rotor-Gene
AssayManager v1.0 for details.

Note

It is not possible to install Rotor-Gene AssayManager v1.0 on a computer or an existing
database server, that already has Rotor-Gene AssayManager v2.1 installed. Rotor-Gene
AssayManager v1.0 and v2.1 are independent products and cannot be used in parallel on
one system. In addition, 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.
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Rotor-Gene AssayManager v1.0 can be installed with 3 different configurations:

Task

Install on stand-
alone computer*

Create new central
database and install
Rotor-Gene
AssayManager v1.0
on additional
computers*

Use existing
database server and
install Rotor-Gene
AssayManager v1.0
on one or multiple
computers*

Description

= A user with local system administration privileges installs the

database (Microsoft® SQL Server Express) including initial data,
the Rotor-Gene AssayManager v1.0 application, and at least
one Rotor-Gene AssayManager v1.0 plug-in on a computer.
The user is completely guided by the installation wizard and will
be prompted for input, if necessary.

A user with all required database administration privileges
installs only the database (Microsoft SQL Server Express)
including initial data on a server.

The server is connected via local area network to the computers
of the application users.

Rotor-Gene AssayManager v1.0 and at least one Rotor-Gene
AssayManager v1.0 plug-in is installed on one or multiple
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.

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 to check whether the
database server fulfills the Rotor-Gene AssayManager v1.0
requirements. He is also responsible to perform 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 v1.0 and at least one Rotor-Gene
AssayManager v1.0 plug-in is installed on one or multiple
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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1.4.1.1 Requirements

A computer with the required specifications for operating the Rotor-Gene Q MDx instrument
and Rotor-Gene AssayManager v1.0 is supplied as part of the Rotor-Gene Q instrument
which is referred to as a “QIAGEN laptop” in the following text. In general, the following
minimum requirements must be fulfilled to run Rotor-Gene AssayManager v1.0:

Description
Display

Supported operating
systems

Disk space
Processor

Memory

USB interface

Removable Media
drive

Pointing device
Bluetooth®

PDF viewer or similar

Power options

Minimum requirements

1024 x 768 pixel resolution or higher
Windows 10 with version 1709 or newer (32- or 64-bit)

250 GB

Intel® Core i3-380M Processor or higher
4 GB RAM recommended.
2 USB 2.0 ports. If necessary, USB Hub can be ordered through

QIAGEN.
Contact ¥ www.giagen.com for details.

Touchpad or mouse or equivalent is required.
Must be switched off

Already installed

Never turn off hard disks, hibernate, or go to standby

WARNING Hard disk turn off, hibernation, and standby must be deactivated to
prevent interference with experiment which could resulting in incorrect

Q results.

Note

Any outstanding Windows update needs to be applied before installing Rotor-Gene
AssayManager v1.0. Otherwise the installation procedure might fail.
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Note
The installation of Rotor-Gene AssayManager v1.0 can only be performed with
administrator privileges.

Note
Only use original material, e.g., cables etc., supplied by QIAGEN.

Note
A stable power connection is required. Unstable power connections can cause loss of data.

1.4.1.2 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 v1.0 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'.

1.4.2  Installing Core Application v1.0 and Plug-ins

The following chapters provide you with details about the installation of the software.

1.4.2.1 Installation Pre-Requisites on Windows 10

The Microsoft SQL Server installed together with Rotor-Gene AssayManager v1.0 needs a
pre-installed Microsoft .NET Framework in version 3.5. If you use a laptop, distributed by

QIAGEN, this installation is already done. If your configuration is different, you may have to

install the .NET Framework 3.5 manually on Windows 10 operating systems. There are two
options to do so:
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1.4.2.1.1 Installation with the feature manager (active internet connection
required)

1. Click on “Start” and type “Windows Features”.

2. Click on “Turn Windows features on or off”.

= D £ Filters .~
Best match
[T Turn Windows features on or off

Control panel

£ Windows Features

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022 1-23



3. Select the .NET Framework 3.5 (includes .NET 2.0 and 3.0) check box and click on OK.

Windows Features — | %
Turn Windows features on or off (7]

To turn a feature on, select its check box. To turn a feature off, clear its
check box. A filled box means that only part of the feature is turned on.

[m] MET Framework 3.5 (includes .MET 2.0 and 3.0) "
MMET Framework 4.7 Advanced Services

| .NET Framework 3.5 (includes .NET 2.0 and 3.0) |
Containers

=
[m]

Data Center Bridging
Device Lockdown
Guarded Host
Hyper-¥

=]

Internet Explorer 11
Internet Information Services

=]

Internet Information Services Hostable Web Core

Cancel

=
1OdRIogoogn

| enacy Comnonents

H
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4. On the next screen select “Download files from Windows Update”. Please note: You must

be connected to the internet.

Windows Features

Windows needs files from Windows Update to finish installing some features.

—) Download files from Windows Update

— Don't connect to Windows Update

Mo changes will be made to your PC.

Cancel

s
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5. If you see the message “Windows completed the requested change”, the installation
process is completed successfully. You can continue installing Rotor-Gene AssayManager
v1.0.

*

[F Windows Features

Windows completed the requested changes.

Close

1.4.2.2 Installing the Core Application v1.0

For computer system requirements, refer to # Requirements.

Note

Rotor-Gene AssayManager v1.0 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 v1.0 software setup. Depending on the
installed software packages, a reboot of the system may be required before proceeding
with the setup.

Note
The system must be virus and spyware free to install the Rotor-Gene AssayManager v1.0
software.
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Rotor-Gene AssayManager v1.0 requires an MS 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
if this will be installed on the local system, or if Rotor-Gene AssayManager v1.0 needs to be
installed with a remote connection to an existing SQL Server on an external system:

» [f 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, the installation of MS SQL
Server 2014 Express is skipped and the installation continues with the installation of Rotor-
Gene AssayManager v1.0 application.

» [f MS SQL Server 2014 Express was not installed previously, the first step in the
installation process is the installation of MS SQL Server Express 2014 and then the Rotor-
Gene AssayManager v1.0 application is installed.

Note

During installation process, click "Back" to go a step back in the installation process. Click
"Cancel" to stop and end the installation process.
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Step-by-step procedure to install the Rotor-Gene AssayManager v1.0
1. Place the Removable Media in the computer.
The setup wizard automatically opens the "Rotor-Gene AssayManager Setup" window.

ﬁ] Rotor-Gene AssayManager Setup &J

YWelcome to Rotor-Gene AssayManager

Setup
000080
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

O, Cancel

Note

If the setup wizard does not start automatically, double-click "My Computer" and select
the Removable Media drive. Double-click "setup.exe" to start Rotor-Gene AssayManager
v1.0 installation.

2. The further installation process depends on whether SQL Server 2014 instance with
mixed mode authentication and tcp/ip network protocol is activated for installation.

* |f the installation wizard could not detect an SQL Server installed on your system and
you want to install the SQL Server locally on your system, select "Rotor-Gene
AssayManager application, prerequisites, and SQL Server Express" and proceed with
step 4.

= |f the installation wizard detects an existing SQL Server on your system, a
corresponding message will be shown in the messages box below. The upper option
"Rotor-Gene AssayManager application, prerequisites, and SQL Server Express" is

disabled.

= |f you want to install Rotor-Gene AssayManager v1.0 with a remote connection to an
existing SQL Server on an external system, select the option "Rotor-Gene
AssayManager application and prerequisites".

3. Click "OK" to proceed.
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4. If applicable, the SQL Server will be installed. Click "Accept" to start the installation of MS
SQL Server 2014 Express.

‘1) RotorGenefssayManager Setup

For the following components:

SQL Server 2014 Bxpress

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

MICROSOFT SOFTWARE LICENSE TERMS F

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

LY HET A =

Frmmmmm =lmm mmemle e — e

View EULA for printing

Do you accept the terms of the pending License Agreement ?

if you choose Dont Accept, install will close. To install you must accept this
agreement. I'

Accept ] [ Don't Accept b
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The installation progress windows is displayed:

s | N

1) RotorGeneAssayManager Setup

@ Installing SCGL Server 2014 Express

——w— —r—

5. The Rotor-Gene AssayManager v1.0 Welcome screen will automatically be opened.

ﬁ! Rotor-Gene AssayManager Setup = | =
T L) Welcome to the Rotor-Gene
20000 AssayManager Setup Wizard
QIAGEN

The Setup Wizard wil install Rotor-Gene AssayManager on
your computer. Click Mext to continue or Cancel to exit the
Setup Wizard.

Back [ Mext ] [ Cancel

6. Click "Next" to start the installation procedure.
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7. The following windows security message may appear during the installation process.
Click "Install".

Windows Security

Would you like to install this device software?

Marne: QIAGEMN GrmbH Perts (COM & LPT)

,Hﬁ:‘ Publisher QIAGEM GrmbH

Always trust software from "QLAGEMN GmbH". Install ][ Don't Install

',jf' You should only install driver software from publishers you trust, How can [
decide which device software is safe to install?

8. Depending on the software packages already installed on the system, different license
agreements for the required software packages will be displayed.

i Rotor-Gene AssayManager Setup [Z| |E| El

End-User License Agreement

Please read the Following license agreement carefully m
QIAGEN's Rotor-Gene® AssayManager A

Software License Agreement

TERME  AND COMDITIONS of an LEGAL AGREEMENT (the
"Agreement”) by and between QIAGEN GmbH, QIAGEN Strasse 1, D-
40724 Hilden, Germany, ("OIAGEN") 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 you do not agree to the terms

[]1 accept the terms in the License Agreement

() (o)

Read the license agreements and accept by checking "l accept the terms in the License
Agreement" and click "Next".
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9. The "Virus and spyware check" window is opened:

ﬁ Rotor-Gene AssayManager Setup

Virus and spyware check
Check system for virus and spyware.

System is virus and spyware free

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

[

Back “ Mext ] [ Cancel ]

Confirm that the system is virus free by activating the "System is virus and spyware free"

option and click "Next".

10.The "Custom Setup" screen is displayed.

ﬁ Rotor-Gene AssayManager Setup =1L —
Custom Setup =====
Select the way you want features to be installed. GIAGEN

-«

mn

=) - | Rotor-Gene AssayManager soft

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

Installs Rotor-Gene AssayManager
and the membership database an
the system

This feature requires 100ME on
your hard drive,

Browse...

Reset

I

Disk Usage

I

Badk ][ MNext ] [ Cancel
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11.Click "Disc Usage" to get an overview of the available and required disc space.

‘_@ Rotor-Gene AssayManager Setup Lé]

Disk Space Requirements
The disk space required for the installation of the selected features. 20000
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 Disk Size Available Required
=c: 118GE 63GE 214ME
] 1 ¥

Click "OK" to close the window.

12.Select the features to be installed.

* Features "Database" and "Rotor-Gene AssayManager software" both selected
For a stand-alone desktop scenario with application and database on one computer,
both features must stay selected.

* Feature "Rotor-Gene AssayManager software" only selected
For the installation of the application accessing a central database server, the
“Database” feature must be deselected and the “Rotor-Gene Assay Manager software
feature must stay selected.

* Feature "Database" only selected
For installation of a central database server only, the “Rotor-Gene Assay Manager
software” feature must be deselected and the feature “Database” must stay selected.

n

Note
For selection or deselection of features, use the drop-down menu.

=1 Will be installed on local hard drive

=38 Entire feature will be installed on local hard drive

¥ Entire feature will be unavailable

The first 2 options displayed here are identical. Select the corresponding feature.
The third option deselects the corresponding feature.
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13.Click "Next" to proceed with the installation of the selected features.

14.Optional: This step is necessary only if no SQL Server “RGAMINSTANCE" was detected
or if the “Database” feature has been deselected in step 12. Otherwise, this screen will
be skipped.

‘E.l Rotor-Gene AssayManager Setup Lﬂ_&
Rotor-Gene AssayManager database server 2223
Enter the connection for Rotor-Gene AssayManager database server. M

Database server name

Database instance

[RGAMINSTANGE

Password of sa (System Administrator) login

Check database connection

Fill in the required parameters.

To check the database connection, click "Check database connection". If you encounter
problems during the connection process to the database server, contact your local system
administrator.

15.To proceed with the installation click "Next".
16.Click "Install" to start the installation.

‘_'5 Rotor-Gene AssayManager Setup = &

Ready to install Rotor-Gene AssayManager .'....

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

4 Rotor-Gene AssayManager Setup =] |—eS]

..... Completed the Rotor-Gene
AssayManager Setup Wizard
QIAGEN yrlanager Sep

Rotor-Gene AssayManager has been installed succesfully.

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

If you have any guestions concerning Rotor-Gene
AssayManager setup, contact Rotor-Gene AssayManager
QIAGEM Technical Services,

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

18.After the installation, Rotor-Gene AssayManager v1.0 can be started either from the
Windows start menu under QIAGEN/Rotor-Gene AssayManager or using the
desktop icon.

Note

Future updates will be provided on the QIAGEN webpage and/or distributed by QIAGEN
on Removable Media to the customer.

1.4.2.3 Installing Plug-ins

For the use of Rotor-Gene AssayManager v1.0 at least one plug-in must be installed.

Note
Plug-ins for Rotor-Gene AssayManager v2.1 are not compatible with Rotor-Gene
AssayManager v1.0.

Note
The installation of the UDT basic plug-in is taken as an example for the installation of any
plug-in.
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Step-by-step procedure to install a Rotor-Gene AssayManager v1.0 plug-

in

1. Place the plug-in installation Removable Media (provided with the software) into the
computer or download the plug-in from the QIAGEN website, if available.

2. Double-click My Computer and select the Removable Media drive. Double-click
UDTBasic.Installation.msi to start the UDT basic plug-in setup wizard. Click "Next" to
proceed.

ﬁ UDT basic plug-in fu.r_AssayManager Setu_EIEIﬂ

0000 Welcome to the UDT basic plug-in for
00000 AssayManager Setup Wizard
QIAGEN yranager Sewp

The Setup Wizard will install UDT basic plug-in for
AssayManager on your computer. Click Next to continue or
Cancel to exit the Setup Wizard.

Back Mext ] [ Cancel ]

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

i UDT basic plug-in for AssayManager Setup

End-User License Agreement

ing | L 1117]]
Please read the Following license agreement carefully QIAGEN
QIAGEN's UDT basic plug-in for Rotor-Gene® ~

AssayManager
Software License Agreement

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

Fuv noeninn the sealed snftware narkane(s) von are anresinn tn he ¥

[11 accept the terms in the License Agreement

Print ] [ Back

4. Confirm that your system is virus and spyware free by checking the corresponding check
box and click "Next".
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ﬁ UDT basic plug-in for AssayManager Setup = |l

Virus and spyware check

[I111]
Check system on 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 is virus and spyware free
[ Back ]l Next I [ Cancel
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5. Select the features to be installed.

j@ UDT basic plug-in for AssayManager Setup =Na x|

Custom Setup

. . . asedd
Select the way you want features to be installed. QIAGEN

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

Installs the UDT basic plug-in for
AssayManager

i [ =0+ | Update database schema

This feature reguires 1237KB on
your hard drive.

roWSse. ..

Reset ][ Disk Usage ] [ Back ][ Mext ] [ Cancel

» Features "UDT basic plug-in" and "Update database schema" selected
For a stand-alone desktop scenario with application and database on one computer,
both features must stay selected.

» Feature "UDT basic plug-in" selected
This feature updates the Rotor-Gene AssayManager v1.0 application with the UDT
basic plug-in. It is needed always if the Rotor-Gene AssayManager v1.0 and its
database are installed on one system. The feature can be deselected only if a database
server without the Rotor-Gene AssayManager v1.0 application is to be updated.

* Feature "Update database schema" selected
After the Rotor-Gene AssayManager v1.0 installation, the database schema contains
unspecified Rotor-Gene AssayManager v1.0 tables only. This feature adds the UDT-
specific tables.
This feature is needed if the Rotor-Gene AssayManager v1.0 and its database are
installed on one system. The feature can be deselected only if the database is installed
on a separate server and was updated by a prior UDT basic plug-in installation.
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Note
For selection or deselection of features, use the drop-down menu.

= Will be installed on local hard drive

=12 Entire feature will be installed on local hard drive

¥ Entire feature will be unavailable

The first 2 options displayed here are identical. Select the corresponding feature.
The third option deselects the corresponding feature.

6. Click "Disc Usage" to get an overview of the available and required disc space. Click "OK"
to close the window. Click "Next" to proceed with the installation of the selected features.
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7. Click "Install" to start the installation of the plug-in.

) UDT basic plug-in for AssayManager Setup (=] = S|

Installing UDT basic plug-in for AssayManager

Please wait while the Setup Wizard installs UDT basic plug-in for AssayManager.

Status:

8. Wait until the installation process has finished.

f@ UDT basic plug-in for AssayManager Setup (=] ]
;gzgz Completed the UDT basic plug-in for
AssayManager Setup Wizard
QIAGEN yrianager Setip

UDT basic plug-n for AssayManager has been installed
succesfully.

Enjoy working with UDT basic plug-in for AssayManager.

If you have any questions concerning UCT basic plug-in for
AssayManager setup, contact UDT basic plug-in for
AssayManager QIAGEN Technical Services.

Back Cancel

9. After the installation is completed click "Finish" to close the window.
10. After next restart of Rotor-Gene AssayManager v1.0 the installed plug-in is available.

Related topics
¥ Installing the core application
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1.42.4 Additional software on connected computers

Rotor-Gene AssayManager v1.0 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 v1.0 software. It is particularly important to pay attention to the points listed
below.

System administrators are advised to consider any impact that a modification to the system
may have on the resources before implementing it.

1.4.2.5 Configuration for Windows security

The laptop computers that are provided by QIAGEN for use with your Rotor-Gene® Q
instrument have Microsoft Windows 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
v1.0 is designed to run without administrator rights. The administrator account shall only be
used to install the Rotor-Gene AssayManager v1.0 software and a virus scanner (please see
chapter for anti-virus software). 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#g3n!A6”. Please
change the administrator password after first login. Please make sure that the password is
secure and does not get lost. There is no password for the standard account.

If your configuration is different and no non-administrative account is available, a system
administrator should 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 v1.0 user management.
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1.4.2.5.1 Windows 10 security

To create a standard user account in Windows 10, please follow these steps:

1. Right-click on the Windows icon in the lower-left corner of the screen.
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 (Adrmin)

Task Manager
Control Panel
File Explorer
Search

Run

Shut down or sign out

Desktop
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. Expand Local Users and Groups.

;k_' Computer Management
File Action View Help

@ = HE

;k_' Computer Management (Local)
v '[?& System Tools

» @ Task Scheduler

» 13 Event Viewer

» | Shared Folders
>% Local Users and Groups )
5 Performance
:.j.-_ Device Manager
v E Storage
= Disk Management
» _-:_J{; Services and Applications

Marne
'[?,} System Tools

Storage
_':_'@ Services and Applications

;{' Computer Management
File Action View Help

= | = HE

;gl Computer Management (Local)
v '[?& System Tools
» @ Task Scheduler
2] Event Viewer
» [ Shared Folders
~ &% Local Users and Groups
[] Groups
» @ Performance
% Device Manager
v 23 Storage
= Disk Management
5 _—:_J¢ Services and Applications

Mame
'[?,} System Tools

Storage
_':_l;g Services and Applications
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3. Select Users. With Users highlighted, click Action.

;ﬁ' Computer Management

File View Help

| zE G
_5- Computer Management (Local) Mame Full Mame
W [[’j System Tools &;admin
gé?zask:rheduler &jﬁ\dministratar Built-in account for administering...
. Ve HHewEr + DefaultAccount A user account managed by the s..
| Shared Folders ) ged by
v & Local Users and Groups &jGUEEt Built-in account for guest access t...
| Users
| Groups
@ Performance

A Meviee Mananer

Description

4. Select New User....

_& Computer Management
File = Action View Help
4= E ( Mew User... ) 3

A Refresh | Marne Full Mame
21 .
v i Export List... B/ admin
&jhdministrat-:ur
Help 1
&Defaulthccnunt

izz| Shared Folders '
| Guest
v i Local Users and Groups & HE

| Users

[ Groups
@ Performance
4 Device Manager
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Mew User ? >

User name: |Ope|ator |
Full name: | |
Description: | |
Password: |........ |
Corfim password: |o..ooo.. |

User must change password at next logor

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 2 %
Username:  |Operstor |
Full name: | |
Descripion: | |
rF‘assword: |-....... : |
Corffirm password: |u...... |

[CJilser must change password at next logon:

[] User cannet change password

;.D Password never expires
[ Account is disabled

Help Create Cloze
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7. Click Create to finish.

Mew User 7 %
User name: |0peﬁnor |
Full name: | |
Description: | |
Password: |........ |
Confim password: |..oooo.o |

[Jiser must change password at next logon:
[] User cannot change password

[] Password never expires

[] Account is disabled

Hdp clese

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

New User 7 X

User name: || |

Full name: | |

Description: | |

Password: | |

Confirm password: | |

User must change password at next logon
User cannot change passwond
Password never expires

[] Account is disabled

HEID e
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A Computer Management
File Action View Help

e | 2 F 6= HE

e ®

A FUmPUtEf Managernent (Local) Mame Full Name Description Actions
~ [{1 System Tools &:admin Users -
(©) ESktS‘TEdu'E" .| Administrator Built-in account for administering... More Actions &
E SEEH g ::E"T;r &Defaultﬁ\ccount A user account managed by the s..
ared Folders r=1
- ®, Guest Built-in account for guest access t..
v & Local Users and Groups —
W Operator Operator

| Users
| Groups
() Performance
A Device Manager
=)
=5 Storage

i 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.

1.4.2.6 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 v1.0 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 in any case. 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:

e Symantec Endpoint Protection V12.1.6

e Microsoft Security Essentials V4.10.209

Note: After installation of “Microsoft Security Essentials”, you should check that Windows
updates are deactivated since the installation might activate this setting (please read chapter
“Operating system updates”).

Please refer to the product page on QIAGEN.com for the latest versions of anti-virus
software that have been validated in combination with Rotor-Gene AssayManager v1.0.

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. Since Rotor-Gene AssayManager v1.0 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.
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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 v1.0
needs to be excluded from file scans which is as follows: C:\Program Files\Microsoft SQL
Server\MSSQL10_50.RGAMINSTANCE\MSSQL\DATA or C:\Program Files\Microsoft
SQL Server\MSSQL12.RGAMINSTANCE\MSSQL\DATA
depending on the MS SQL server version which initially created the database

e Updates to the virus database are not performed when the Rotor-Gene AssayManager
v1.0isin use

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

Please read the manual of your selected virus scanner for configuration details.
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1427 Firewall and networks

The Rotor-Gene AssayManager v1.0 can run either 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
to 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 the Rotor-
Gene AssayManager v1.0 to the centralized database server. Outgoing connections are
allowed as this may be required for retrieving updates or when the Rotor-Gene
AssayManager v1.0 is configured to work with a centralized database server.

If your configuration is different, QIAGEN recommends to configurate 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”.

= | ||

&5 =[F » ControlPanel » AllComrolPanel rems »

[ 43 |[ Search Con.. p]

Adjust your computer’s settings

P Action Center

L3 Color Management
[ Desktop Gadgets

-@3 Ease of Access Center
& HomeGroup

Internet Options

:_,.: Network and Sharing Center
| = Personalization

& Recovery

# Speech Recognition
[ Troubleshooting

I B Windows Defender

4 Wireless Canfiguration Utility

Administrative Tools
[E Credential Manager
= Device Manager
Folder Options
& Indexing Options
@B Keyboard
O3 Notification Area Icons
[ Phone and Modem
& Region and Language
®) Sync Center
82, User Accounts

0 Windows Firgwall

[mgd AutoPlay
7 Date and Time
@5 Devices and Printers
I Fonts
Tntel(R) HD Graphics
@ Location and Other Sensors
:ﬁ Parental Controls
3B Power Options
%l RemoteApp and Desktop Connections
1Bl System
&, Windows Anytime Upgrade

@ Windows Mobility Center

Windows Firewall

Set firewall security options to help
protect your computer from hackers

and malicious software,

View by:

B} Backup and Restore

@ Default Programs

& Display

=i Getting Started

@ Intel® Rapid Storage Technology
¥ Mouse

M Performance Information and Tools
[ Programs and Features

& Sound

e Taskbar and Start Menu

m N

& Windows Update

indows CardSpace

Smallicens ~
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2. Select “Use recommended settings”.

@uv & + Control Panel » All Control Panel Ttems » Windows Firewall

Control Panel Home

Allow a program or feature

through Windows Firewall
'@ Change notification settings
%) Tum Windows Firewall on or

off

! #) Advanced settings

Restore defaults

Troubleshoot my network

See also
Action Center

Metwork 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
thraugh the Internet or a network.

How does a firewall help protect my computer?

What are network locations?
Update your Firewall settings
Windows Firewall is not using the recommended | Use recommended settings
settings to protect your computer. *
What are the recommended settings?
. [@ Home or work (private) networks Not Connected (v)
. [@ Public networks Connected (&)
Metworks in public places such as airports or coffee shops

Windows Firewall state: Off

Incoming connections: Block all connections to programs that are not on the
list of allowed programs

Active public networks: Mone
Metification state: Motify me when Windows Firewall blocks a new
program

3. Check that the following settings are active:

| @ » Control Panel » All Control Panel Ttems » Windows Firewall

Control Panel Home

Allow a program or feature

through Windows Firewall
'@ Change notification settings

%) Tum Windows Firewall on or
off

) Restore defaults
! #) Advanced settings
Troubleshoot my network

See also
Action Center

Metwork 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
thraugh the Internet or a network.

How does a firewall help protect my computer?

What are network locations?
. @ Home or work (private) networks Not Connected (A)
Metworks at home or work where you know and trust the people and devices on the network

Windows Firewall state: On

Incoming connections: Block all connections ta programs that are not on the
list of allowed programs

Active home or work (private) networks: Mone

Matification state: Motify me when Windows Firewall blocks a new
program

. @3 Public networks Connected ()

Metworks in public places such as airports or coffee shops

Windows Firewall state: On

Incoming connecticns: Bleck all connections to programs that are not on the
list of allowed programs

Active public networks: None

Metification state: Motify me when Windows Firewall blocks a new
program
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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 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,
just search for “Control Panel” to open it).

m@ﬂ

@uv‘@ » Control Panel » All Control Panel tems » - | 43 | | Search Con... P |
Adjust your computer's settings View by:  Smallicons
0
¥ Action Center Administrative Tools [5d AutoPlay Wb Backup and Restare
E Color Manzgement [E Credential Manager 2 Date and Time @ Default Programs
k| Desktop Gadgets % Device Manager =5 Devices and Printers B Displa
{ P 9 =0 g Lol = play
|| @ Ease of Access Center Folder Options A Fonts & Getting Started
& HomeGroup &= Indexing Options Intel(R) HD Graphics @ Intel® Rapid Storage Technology
Internet Options &2 Keyboard Location and Other Sensors F Mouse
:‘: Network and Sharing ffenter Netification Arealcons 5 Parental Contrels B Performance Information and Tools
I & personalization MNetwork and Sharing Center emn 3 Power Options Programs and Features
i Recovery ﬁ;ﬁﬁ:rﬁtﬁ:;:t:ﬁ“d:; ;th::'esf:rms quage 1 RemoteAipp and Desktop Connections 4 sound
! B SpeechRecognition | for sharing files and printers. 1 System il Taskbar and Start Menu
I
[8 Troubleshooting 82, User Accounts 43. Windows Anytime Upgrade a Windows CardSpace
I Bl Windows Defender @ Windows Firewall [ Windows Mobility Center #] Windows Update i

Eﬁ'\’a Wireless Configuration Utility

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-51



2. Select “Change adapter settings”

:.EIQ

» Control Panel » All Control Panel tems » Network and Sharing Center

~[4]

Con.. P |

[s

Control Panel Home

Manage wireless networks

Change adapter seitings
Changeadvan(adﬁarmg

seftings

| %

«
! <
=

See also
HemeGroup
Internet Options

Windows Firewall

QIAGEN-PC

(This computer)

View your active networks

®

You are currently not connected to any networks.

Change your networking settings

View your basic network information and set up connections

E}!!.

iE&

Internet

Set up @ new cennection or network

See full map

Connect to a network

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

Connect to a network

Connect or reconnect to a wireless, wired, dial-up, or VPN netwerk connection.

Choose homegroup 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 information.

3. Hover over “Wireless Network Connection”

“Disable” from the context menu.

, press the right mouse button, and select

@uv‘ E' » Control Panel » Network and Internet » Metwork Connections »

Local Area Connection
Network cable unplugged
x 4 Intel(R) Ethernet Connection 1217-V

«Il'

QOrganize + Connect To Disable this network device

Diagnose this connection

K
K il Broadcon

l

Wireless Network Connection |

Rename this connection

Not conn|
Broadcol

@\

L

&
&

Disable,
Connet%! Disconnect

Status

Diagnose
Bridge Connections

Create Shortcut
Delete

Rename

Properties

Change settings of this connection
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4. Check that the Wireless Network Connection is disabled.

@Uv\il » Control Panel » Network and Internet » Network Connections b

Organize *

.: Local Area Connection l: Wireless Network Connection
L] s .
PSME  Network cable unplugged Disabled

K @ Intel(R) Ethernet Connection 1217-V Alll Broadcom BCMI43228HME 8021...

1.4.2.8 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 runs in the background

¢ Any software that checks for updates on the Internet

e 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 v1.0 performing a PCR run.
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1.4.2.9 Operating system updates

1.4.2.9.1 Instructions for Windows 10

If you are using Windows 10, please visit the product page on QIAGEN.com for more
information.

1.4.3  Uninstalling the Rotor-Gene AssayManager V1.0

Note

The uninstall process of the Rotor-Gene AssayManager v1.0 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 ceases further access to corresponding
datasets.

Step-by-step procedure to uninstall Rotor-Gene AssayManager v1.0 and all installed plug-
ins from your computer.

Note

If you want to uninstall Rotor-Gene AssayManager v1.0, close the application first.
Otherwise Rotor-Gene AssayManager v1.0 might not be uninstalled completely.

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

2. Confirm that you want to uninstall the product by clicking "Yes".

Windows Installer k ]

Are pou sure ol want to uninstall thiz produck?

3. The windows installer program starts to uninstall the entire Rotor-Gene AssayManager
v1.0.

1.4.4  First Login

After successful installation of Rotor-Gene AssayManager v1.0, the system administrator
needs to log for a first configuration of the software.

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022 1-54



f—

. Enter user ID admin and password admin.

2. Select an appropriate mode (Closed Mode or User Defined Test Mode) and confirm with

IIOKII.
3. Change the default password to a new, secure password.
4. The "Settings" tab in the "Configuration" environment will be opened.

Note

All users without the "Administrator" role can ask the administrator to reset the password.
However, if the administrator forgets the administrator password, they must contact
QIAGEN Technical Services to reset the password, which requires 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 v1.0
aggregates different user roles including the "Administrator” role, there is a high risk that
the 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 for users with the role "Operator”.

Related topics

F Logging in and logging out
P User management

b 'Setup" environment

P "Configuration" environment

1.4.5  First Configuration

Before Rotor-Gene AssayManager v1.0 can be used, the creation of user profiles and the
registration of one or several Rotor-Gene Q cyclers in the "Configuration" environment is
essential. For details about these tasks refer to:

» Managing users
# Managing cyclers

1.5 Basic Concepts and General Software Usage

In the following chapter the concepts and the general software usage of Rotor-Gene
AssayManager v1.0 are described.
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1.5.1  Concepts

Rotor-Gene AssayManager v1.0 uses multiple concepts to facilitate tasks and processes.
The following topics describe these concepts in detail:

* Modes

= User Management

= Session Management

= Rotor-Gene AssayManager v1.0 and other QIAGEN products
= Clarification of terms experiment and assay
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1.5.1.1 Modes

Rotor-Gene AssayManager v1.0 can be operated in 2 separate modes of operation with

individual characteristics:

* Closed Mode
= User Defined Test Mode (UDT Mode)

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.

User Defined Test Mode
(UDT Mode)

The User Defined Test Mode is used for
assays that have been created and
validated by a user of Rotor-Gene Assay
Manager with the user role “UDT Mode
Assay Developer".

In User Defined Test Mode, assays are
run and analyzed without the permission
to modify the corresponding assay
profiles.

The analysis in UDT mode includes only
the core analysis and the assay and
sample analysis.

To create, run, and analyze an assay in
UDT Mode a corresponding UDT Mode
plug-in is required.

The mode is selected from the Rotor-Gene AssayManager v1.0 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.
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2 Rotor-Gene AssayManager (=] © [

Rotor-Gene AssayManager

Mode
| Closed v]

Closed
menu
(~o=] e

After the user has logged in, the selected mode is displayed in the status bar:

Closed Mode UDT Mode

Rotor-Gene AssayManager Rotor-Gene AssayManager

File Help File Help

v B

Approval Archive Archive

Setings User Management Cycler Management Settings User Management Cyeler Management

o Closed Mode - m Yser Defined Test Mode -
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1.5.1.2 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 v1.0 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
= User ID

= Password
» Role(s)

Related tasks

P Creating a user profile

# Changing user profile settings
* Changing name/last name
* Changing password

* Changing role

F Activating/deactivating a user profile
P Setting password policies and auto lock timer

1.5.1.2.1 User Roles

Different Rotor-Gene AssayManager v1.0 functions can only be accessed by users with
certain roles. All available user roles and their permissions are listed in the following table:

Role

Administrator

Assay developer

Operator

Description

The administrator has only permissions to
» configure the system,

* manage users,

*» create and edit report profiles,

* manage archives.

The assay developer has all necessary permissions to create an assay
profile in UDT Mode.

The operator has all permissions necessary to
= create a work list,
= apply the work list,
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Approver

Super User

* view the analysis results.

The operator cannot approve or release assay results.

The approver is the only user with permissions to approve and

release assay results.

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
P Logging in and logging out

# Locking and unlocking

» Changing user profile settings

The following table gives an overview about permissions of the different user roles in the
different environments:

Environment

IISe1UpII

"Approval"

Task

Access "Setup"
environment

Apply runs

Access
"Approval"
environment

Approve test
results
Release of test
results

Description ':\dml AD Op

User can enter
the "Setup" - - +
environment.

User can apply
runs in the
"Setup"
environment.

User can access
the "Approval" + - +
environment.

User can

approve the test

results in the = = =
"Approval

environment.

Ap

SU*
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Environment

"Archive"

"Service"

"Configuration"

Task

Create support
package

Access
"Archive"
environment

Create support
package

Access
"Service"
environment

View audit trail

Access
"Config."
environment

Configure
system settings

Manage
cyclers

Description

User can create
support
packages in the
"Approval"
environment.

User can enter
the "Archive"
environment.

User can create
support
packages in the
"Archive"

environment.

User can enter
the "Service"
environment.

User can access
the Audit Trail
tab in the
"Service"
environment.

User can enter
the "Config."
environment.

User can
configure all
settings in the
"Config."
environment.

User can access
the "Cycler
Management"
tab in the
"Config."
environment.
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Environment

"Development"

"Cycler"

Task

Manage users

Manage assay
profiles

Manage report
profiles

Access
"Development"
environment

Develop assay
profiles
Access "Cycler"

environment

Release cyclers

Description

User can access
the "User
Management"
tab in the
"Config."
environment.

User can access
the "Assay
Profiles" tab in
the "Config."
environment.

User can access
the "Report
Profiles" tab in
the "Config."
environment.

User can enter
the
"Development"
environment.

User can
develop assay
profiles in the
"Development"
environment.

User can enter
the "Cycler"
environment.

User can add a
comment,
release a cycler,
stop a process,
and close pop-
ups in the
"Cycler"
environment.

* Admin: Administrator; AD: Assay Developer; Op: Operator; Ap: Approver; SU: Super User.

SU*
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1.5.1.2.2 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 using
CLIA complaint password rules is mandatory. According to CLIA, a password has to contain
at least:

= 8 characters

= 2 upper case characters
= 2 lower case characters
= 2 numeric characters

= 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
P Setting password policies and auto-lock timer

1.5.1.3 Session Management

To start working with Rotor-Gene AssayManager v1.0, 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.

Log out from main Rotor-Gene AssayManager
menu I_Flle Help

Log in

Log out

Lock

Change password

Service login

Exit
Log out from ‘
status bar

To prevent misuse, a user can lock the application. Rotor-Gene AssayManager v1.0 also
has an auto-lock timer that locks the application automatically after a predefined time
without user interaction (an administrator can customize the auto-lock feature, see P Setting
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up the auto-lock timer). 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:

= a user logs out,

= another user starts a new session,

= or the application is locked (automatically or manually).
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The following graphic illustrates the session, locking concepts, and their interdependencies:

Log in =

manually

Application — ™ AP|P| ication ____ New session
unlocked ~_ 7 ocked

automatically 4

unleck application

Y
Log out

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

@ The application will be locked. There are
unsaved data.
If another user starts a new session unsaved
data will be lost.

Unsaved Data in:
Configuration\System Setfings

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 starled the unsaved data will be lost.

Login

Password

Related topics

F Logging in and logging out

F Locking and unlocking

P Setting password policies and auto-lock timer
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1.5.1.4 Rotor-Gene AssayManager v1.0 and other QIAGEN Products

Rotor-Gene AssayManager v1.0 has different interfaces and data exchange features with
other QIAGEN products and external Laboratory Information Management Systems (LIMS).

With Rotor-Gene AssayManager v1.0, up to 4 different Rotor-Gene Q instruments can be
controlled simultaneously. Each connected cycler can send raw acquisition data back to
Rotor-Gene AssayManager v1.0.

Note

The Rotor-Gene AssayManager v1.0 and v2.1 are independent products and cannot be
used in parallel on one system. In addition, Rotor-Gene AssayManager v2.1 does not
replace the Rotor-Gene AssayManager v1.0.

Note

Rotor-Gene AssayManager v1.0 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 at a particular time.

Scenario 1:

Where the Rotor-Gene Q software is started prior to Rotor-Gene AssayManager v1.0 and
connected to a cycler first, Rotor-Gene AssayManager v1.0 is not able to set up a
connection to the cycler. Shut down the Rotor-Gene Q software. Restart Rotor-Gene
AssayManager v1.0 to control the cycler with Rotor-Gene AssayManager v1.0.

Scenario 2:

Where Rotor-Gene AssayManager v1.0 is started prior to 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 v1.0. Restart the Rotor-Gene Q
software to control the cycler with the Rotor-Gene Q software.

Rotor-Gene template files (*.ret files) can be imported in Rotor-Gene AssayManager v1.0 to
create assay profiles in UDT Mode. Result files from the QIAsymphony AS can be used to
generate work lists in Rotor-Gene AssayManager v1.0. All relevant sample and assay
related information are automatically set, and manual input during work list setup is
minimized.

Rotor-Gene AssayManager v1.0 can be linked to a Laboratory Information Management
System (LIMS) directly or via a dedicated middleware solution (QIAlink™),* which easily
connects QIAGEN instruments with a LIMS. (Contact QIAGEN for availability of QIAlink

middleware.)

The following graphic illustrates the possible interactions between Rotor-Gene
AssayManager v1.0 and other instruments and external software:
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QlAsymphony

Rotor-Gene Q > <
software é
/.-""' GlAlink/LIMS
Import
*ret files ‘ s.rr;rn[?krlist ] A g
ﬁg;t:r%rr:i{r%neeﬁ Rotor-Gene Experiment
ek AssayManager results

(Operation
and confrol

Raw data

Rotor-Gene Q

Related topics
¥ Importing a work list
F Exporting a *.rex file
P Setting up a run
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1.5.1.5 Experiment vs. Assay

The terms "experiment" and "assay" are used with different meanings in Rotor-Gene
AssayManager v1.0. Rotor-Gene AssayManager v1.0 allows multiple assays to run in one
experiment by creating a work list with multiple compatible assay profiles. All assays within
one run define an experiment.

Example

The following graphic gives an example. A work list is created consisting of 4 different
assays. The brighter colors represent test samples; the darker colors, non-test samples, such
as external controls. A 36-Well Rotor is used for the work list.

One experiment
containing four assays

After the run has finished, all individual assays of the experiment are listed in the Approval
environment. All test samples of an assay have to be approved and released. An experiment
is defined as fully released only if all test samples (and external controls in case of UDT plug-
in) of all assays of an experiment have been released. The data are then transferred to the
Archive environment, and the LIMS output (optionally) and the report (optionally) are
created.

Related topics
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P Creating/editing a work list
P Starting a run
P Finishing and releasing a run

1.5.2  General Software Usage

The following chapter describes the general software usage concept of Rotor-Gene
AssayManager v1.0.

1.5.2.1 Use of Color

For an optimal user interaction Rotor-Gene AssayManager v1.0 has a specific color concept

for presenting information.
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 v1.0 Core Application User Manual 04/2022

1-70



Example 1

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

@ Edit cycler

Position

Name

Serial number

Interactive field Iy
: mandatory | |

Optical configuration
Informative field -

Gray: no interaction

Next verification

Interactive field

: not mandatory g —

Verification comment

Days until next verification

Messages
Enter & valid serial number. (150028)

Enter a valid cycler name (1-3
characters). (150092)

o)
A .'

Interactive button

Interactive button
Blue: active/enabled

Gray: deactivated
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Example 2

When creating a new work list in the "Setup" environment, there are 3 step buttons ("Assays",
"Samples", and "Properties") for the different steps to complete. The coloring concept of the
step buttons is shown in the following graphic:

Dark yellow:

Active step

Contains missing ——
entries

Samples

Gray:
Disabled step

——» | Properties
Inactive ste
Contains missing
entries

—_— Assays

Inactive step
Contains missing
entries

Dark gray:
Active step
Mo missing
entries

Dark yellow:

Active step

Contains missing ——m
entries

Blue:

Inactive step — = | Properties
Mo missing

entries
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1.5.2.2

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 v1.0 differentiates between 4

different problem levels:

Priority Name

lcon

1 System error

2 Validation

error
3 Warning
4 Information

A

®

Description of the
functionality

A combination of not
acceptable incidents

An error that occurs due
to a missing or invalid
user input

Situation could be
optimized by further
input

A message containing
additional information
about the current
situation

Action required by user

User interaction required

User interaction required

User interaction possible,
but not mandatory

User interaction not
possible

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.
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"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.

Rotor_Gene AssayManager

ol x|
File Help

» ¥ B OIT

Setup | Approval  Archive  Service  Configuration

Create work list | Select assay profiles and define assay details

Assays 33| | Available assay profiles Selected assay profiles

Assay profile name . |Vers__ |# contr_ Assay profile name Shortname |Vers. |#contr__ |# samples |Material n__ | Kitexpiry _ | Lot number |Scan
e QuantiFzst Pathogen... OF Pat 200 6 lj
Properties

Messages

Free positions Enter the number of samples for assay profile QuantiFast Pathogen PCR +IC. (470030)

72-Well Rotor 66
e A There is no kit lot number provided on assay profile QuantiFast Pathogen PCR +IC. (470038) [l — m%.;sages
[0 Show aniy compatile Assay Profies A There is no valid kit expiration date provided on assay profile QuantiFast Pathogen PGR +1G. (470058) -
Print work list.. Export Save and close Save e
m User Defined Test Mode John Doe
Detailed view of the "Messages" area:
Messages
A
There is no kit lot number provided on assay profile SPlexHRMAP. (470059)
Enter the number of samples for assay profile SPlexHRMAP. (470030)
A |Th&re is no material number provided on assay profile 5PI&xHHh.MPH(4?D1 DEI]l v

lcon Error/warnings text Error ID
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Error messages pop-up window

Error icon Error headline

Error/warnings text ——-» Enter a valid password. Insert password
rules. (1010026)

Errar ID

Each error ID is unique. in case QIAGEN Technical Services needs to be contacted for
troubleshooting, have the error ID ready.

1.5.2.3 Entering Data

Shortcuts
The following hot keys are available in Rotor-Gene AssayManager v1.0:

* "F1" to open the help file
» Copy and paste operations ("CTRL"+"C" and "CTRL"+"V")
= Navigation (tab key, cursor keys)

While entering data, the following keyboard shortcuts can be used:
» "F2" to start editing

» "Escape" to cancel the input
= "Return" to commit an input
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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

Ascay profile name Short name |Vers... #contr... #samples |Material n... | Kit expiry... Lot number | Scan

Rl hl hl |
QuantiFast Pathogen... QF Pat 200 6 /f

Interactive fields:
= mandatory field
Blue = not mandatory

Date picker: Entering date in date fields

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

Clicking the calendar icon (I) opens the pop-up calendar.

Kit expiry date Kit expiry date
)
I —_—

— X

April, 2012 ’ [a

Mo Di Mi Do Fr Sa So

(2] 3 4 5 8 7 8
g

M 11 12 13 14 15
1% 17 18 19 20 21 22
23 4 25 2/ Ir @ 25
30

[ JToday : 02.04.2012
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Change to the previous/next month by clicking the arrow icons [} and [[@l. Hovering over
the year label ([8Y) displays additional control arrows, which are used to quickly jump to the
next (up arrow) respectively previous year (down arrow):
r Mext year
April, 2012

LPrevious year

Step-by-step procedure to enter a date using the date picker
1. Click the calendar icon E (IN) next to the date field.

The calendar pop-up is shown.
2. Continue using the following scheme:

To Do this

Change the year Hover the mouse over the year (IBY).
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 Click the "left" arrow (M) to change to the previous month.
month/day Click the "right" arrow (@) 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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1.5.2.4 Working with Tables

Sorting tables

Some tables in Rotor-Gene AssayManager v1.0 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:

Ascending sorting:
The table is sorted by the selected column is ascending order.

Descending sorting:
The table is sorted by the selected column in descending order.

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

Aszzay selection

D Experiment e Assay # samples
¥ | [ | QF Pat_20120417_0944 QuantiFast Pathogen PCR_ . 68
v |[] | ©F Pat_20120417_08959 QuantiFast Pathogen PCR_ . 66
¥ | [] | @F Pat_20120417_1009 QuantiFast Pathogen PCR. . 66

Selecting cells

A certain 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 selection of non-adjacent cells, hold down the "CTRL" key and click
the cells to select.

Copying data from a table
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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 v1.0 or to another
software for further processing using "CTRL"+"V".

Assay selection
D Experiment

v |[J | QF Pat_20120417_0949

v [ |S¥YBR_20120417_0953

» [J QF Pat_20120417_0959
v [0 SYBR_20120417_1007

v [0 QF Pat_20120417_1009

SYBR_20120417 0953

Assay

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

QuantiFast Pathogen PCR._..

# samples

66

43

66

43

68

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

Rotor-Gene SYBR Green PCR Demo Kit
QF Pat 20120417 0959 QuantiFast Pathogen PCR +IC

SYBRE_ 20120417 1007  Rotor-Gene SYBR Green PCRE Demo Kit

QF Pat_ 20120417 1009 QuantiFast Pathogen PCR +IC

Context menu

Tables have context menus with varying commands. The context menu in Rotor-Gene
AssayManager v1.0 is opened with a right-click 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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v | Results v Results

Standards / controls Standards / controls
Pos. | ¥l Style | Sample ID Pos. | ¥l Style | Sample ID
b 1| | M| == Standard 1_1 . 1| | M| == Standard 1_1
» 2 M B | = Standard 1_2 > 2 M B | = Standard 1_2
» 3 ] M = standard1_3 [} Select rows E| 3 ] M = Standard i_3
using the row
. 4= B = | Standard 1_4 selector _ ¥ 4 B = Standard 1_4
b 5 B = | Standard 2_1 = b 5 B = Standard 2_1
» 6 [ B = Standard2_2 » 6 [¢] M = Standara2 2 ¥4 Right click
» 7™ B | = Standard 2_3 > 7™ B | = Standard 2_3
Context menu
v 8 [z M| =—— Standard2_4 ¢ &|[] M = Standard2 4 is opened
9 — | Standard 3_1 9 Stan
' b W - y b W Copy Cirl+C
v 10 B | = Standard 3_2 v 10 [ ] Stand
Show curves
Hide curves
Invert selection
Accept
Reject
Reset to undefined
Cancel

1.5.2.5 Working with Graphs

Rotor-Gene AssayManager v1.0 provides graph 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 related to working with graphs
¥ Zooming in

# Zooming out

¥ Panning

P Selecting/deselecting samples

» Sample information in graphs

1.5.2.5.1 Zooming in a Graph

Overview

For zooming in a graph in Rotor-Gene AssayManager v1.0, an individual zoom area can be
selected as in the following example of an amplification plot from the "Approval"
environment.
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Step-by-step procedure to zoom in a graph
1. Move the cursor over the graph's area. The cursor changes to cross hairs.

Normalized Fluorescence

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

0.2+

Normalized Fluorescence

5 10 15 20 25 a0 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.

0.2+

Mormalized Fluorescence

5 10 15 20 25 20 3= 40 Cycles

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

Q Zooim

+J’ Select corresponding samples

__)" Deselect corresponding samples

Cancel
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3. Left-click "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.

Example

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

display accordingly.

1.5.2.5.2 Zooming out a Graph

Step-by-step procedure to zoom out a graph

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

the whole graph.

o 0.4
g Hold down the

d .

g right mouse button.

10 +

g

il 034

L=

ﬂ

£

& 27 23 29 30 E0 Cycles
4 0.4 1r

LA

g

o Cursor change to 43 {b E:>

s hand symbeol. Move

& 0.3 the mouse, the gragh @

E display will be changed

F. accordingly.

E

- 7 22 20 an ) Cyeles
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Example

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

& foomed area of a PCR curve.

8 Double-clicking anywhere resets the zoom.
un

2

Q

3

'S

- 024

1]

=

@

E

2 T ¥ = L v T
&5 22 24 26 23 30 Cycles
& foom is reset - the whole curve is displayed.
g

un

=

g 024

L

=l

o

B

w

EN d

Q

4

1.5.2.5.3 Selecting/Deselecting Samples

Overview
Rotor-Gene AssayManager v1.0 provides 2 methods to select or deselect samples in an
amplification plot:

= Using a graph
= Using check boxes

Step-by-step procedure to select/deselect samples using a graph
1. Move the cursor over the graph area.
The mouse cursor icon changes to cross hairs.

Mormalized Fluorescence
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a) Click and hold down the left mouse button. The mouse
hairs to the cursor icon.

icon changes from cross

Normalized Fluorescence

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.

0.2+

Mormalized Fluorescence

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

Q Zooim

+J’ Select corresponding samples

__)" Deselect corresponding samples

Cancel
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2. Left-click at the desired option
To Click
Select all samples within the selected area w0 |EREEEIIE I el

Deselect all samples within the selected

-J-’ De=elect corresponding samples
ared

Cancel the process Cancel

Select/deselect samples using check boxes

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

v Results

E-« standards / controls
% Style | Sample ID

Standard 1_1
Standard 1_2
Standard 1_3
Standard 1_4
Standard 2_1
Standard 2_2
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 Activate the check box in the corresponding sample row

the table EX).
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To Do

Deselect all samples in the Deactivate the check box in the column header (IN).
table

Deselect a specific sample in  Deactivate the check box in the corresponding sample

the table row (IX).

Note

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

Icon Description

N No sample is selected

[=] One or more samples are selected
[+ All samples are selected
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1.5.2.5.4 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:

* Tube number
=D

= Assay type

» Assay short name

¥ Plots and Information

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

Target | Virus (v] options | |[ 1 |Pdl][E] FI:0.06 Cy:4153

o

e

i

5]

a

3

(I8

il eeD——————— Tube: 41 ID: NP3 oemeees
E T Type: Test Assay: Testl

2 T T T T T T

= 33 39 40 41 4z a3 Cycles
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1.5.3

Rotor-Gene AssayManager v1.0 Workspace

Rotor-Gene AssayManager v1.0 is divided into different environments. These environments
can be accessed by using the dedicated icons in the main toolbar. The following
environments are available:

P 'Setup" environment

F "Approval" environment
P "Archive" environment
P "Service" environment

P "Configuration” environment

P "Cycler" environment

P "Development" environment

Note

The "Development" environment is only available if a UDT mode plug-in is installed.

AssayManager

B+
Menu File Help

Apply work list "WL_20120417_0858_su™

(=)

)

=181

= &

Summary

Experiment name
OF Pat_20120417_1207

Default name
Rotor type
72-Well Rotor
Free positions Reaction volume
. 0 25 |piitube

Working
area Assays

Name

QF Pat

Cycler selection

Position Name
Work list name

Next verification

Cycler status. Select | Ring attached
Ready fe)]
Resdy [e]
Ready Q

WL_20120417_0858_su muam Cycler1 16.06.2012 (60 day(s)
Created man | Cycler2 16.06.2012 (62 day(s)

7. -

170420120858 mm | Cycler3 20.06.2012 (64 day(s)]
Lastmodified m | Cycler 4 22.06.2012 (66 day(s)

17.04.201208:58 - su
Last apphed

17.042012 1038 -su Cycler detalls

Serialnumber  Optical configuration
o210 Bplex
# samples  Material nu. Kit expiry. Lot number
&6 01102013 139264899
Messages

View sample details.

(i) e verification date for the cycler is in 60 days. (470089)

Print work list

— ||

@ User Defined Test Mode

|

Main
toolbar

| Messages
area

| Button
bar

| Status
bar
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The workspace of an environment consists of an environment-specific working area and of
the following general elements:

= Menu

* Main toolbar

= Working area

» "Messages" area
= Button bar

= Status bar

1.5.4  General Elements

The following general user interface elements are described in this section:

» Menu

» Main toolbar

P "Messages" area
F Button bar

P Status bar

1.5.4.1 Menu

File menu
el

Log in

Sernvice login

Bt

Log in
Select "Log in" to log in to Rotor-Gene AssayManager v1.0. 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.
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@ Unsaved Data

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

Unsaved Data in:

Configuration'System Setlings

List of environments
with unsaved data

If there are no unsaved data, the following dialog is shown:

@ Confirmation

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

Lock

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

Closes Rotor-Gene AssayManager v1.0. If there are unsaved data, a warning will appear.

Help menu
Open Rotor-Gene AssayManager v1.0 help file

This opens the help file for Rotor-Gene AssayManager v1.0 core application.

Open UDT basic Plug-in help file

This opens the help file dedicated for functions related to the UDT basic plug-in. If other
plug-ins are installed, there will be more help files available.

About

The “About Rotor-Gene AssayManager” dialog box appears and displays information about
the Rotor-Gene AssayManager v1.0 and the loaded plug-ins including the version numbers.

1.5.4.2 Main Toolbar

The main toolbar contains 2 areas:

= Environment icons
= Cycler icons

Kotor-Gene Asseyilanager =13lx

Fig Heb

w ™ B OIT o & 2 & e &

Setu Approval Archive Service Cannguranan Uevelcpmeant Uycler 1 Cycler ¥ Cycler3 Uycler 4
| P ppre 0! P | | L ¥ ¥ ¥ |

J l

Environment icons Cycler icons

Environment icons

The environment icons are used to change to the corresponding environment. The currently
active environment is highlighted.
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Rotor-Gene AssayManager v1.0 has 6 different environments. To get detailed information
about a specific environment, click its name in the list.

P "Setup" environment

b "Approval' environment

P "Archive" environment

P "Service" environment

P "Configuration" environment

The "Development" environment is only available if a plug-in for UDT mode is installed.

Cycler icons

The cycler icons visualize the up to 4 registered cyclers managed by Rotor-Gene
AssayManager v1.0. Clicking a cycler icon changes to the corresponding cycler screen.

For details, see # "Cycler" environment.

1.5.4.3 Messages Area

Depending on the selected environment and the corresponding dialog within the
environment, there is a "Messages" area containing all warnings, errors, and information
related to the current operation.
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Example: "Messages" area in the "Setup" environment

Rolor-Gene AssayManager =loix|

File Help

» ¥ E fos

Setup | Approval  Archive S Configuration

Create work list | Select assay profiles and define assay details

Assays 33| | Available assay profiles Selected assay profiles

Assay profile name . |Vers__ |# contr_ Assay profile name Shortname |Vers. |#contr__ |# samples |Material n__ | Kitexpiry _ | Lot number |Scan
e QuantiFzst Pathogen... OF Pat 200 6 lj
Properties

Messages
F iti b=
ree positions Enter the number of semples for assay profile QuantiFast Pathogen PCR +C. (470030)
72-Well Rotor 66
Messages
A There is no kit lot number provided on assay profile QuantiFast Pathogen PCR +IC. (470038) area
25,00 pl

& sh ; tible A Profik A There is no valid kit expirafion date provided on assay profile QuantiFast Pathogen PCR +IG. (470058)
ow only compatible Assay Profiles

Print work lisL... Export Save and close Save T Coneat |

m User Defined Test Mode

Related topics
# Using colors
P Displaying errors and warnings
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1.5.4.4 Button Bar
The button bar is placed at the bottom of the screen. It contains buttons specific for the

selected environment.

-aix]

File Help
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 &6 QF Pat 72-Well Rotor 25 ul|su 7042012085858 | 17.042012103520 | ] [EI R B ﬁ

WL_20120417_0900_su 45 SYBR 72-Well Rotor 25 ul|su 17.0420120800:43 | 17.0420121035:30 | g ] [ A | R

] Show only wark lists never applied before

Import type: | QUAINK/LIMS | Renesnist | (U Egpon
@ User Defined Test Mode ey - m

1.54.5 Status Bar

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

i User Defined Test Mode ‘
] 1 ] 1 J
[ I |

1
[
Mode indicator Date User name Log out
utton

Status bar element Explanation

Indicates the current user mode, i.e., Closed Mode or User

Mode indicator
Defined Test Mode (UDT Mode).
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If the user is logged in in Closed Mode, the label "Closed Mode"
and the corresponding icon is shown:

I @ 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 l'i'l User Defined Test Mode I

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
P The two different modes in Rotor-Gene AssayManager
F Logging in and logging out

1.5.5  Environments

Rotor-Gene AssayManager v1.0 contains 6 different environments.

An overview of access rights for different user roles can be found under F User roles.

You can switch to another environment by clicking the appropriate button. 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 or partially released assays and for the
approval of dedicated samples. Experiment reports are created on
Approval release of a sample.
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=

Archree

9 . .
e, Used to adjust the settings of Rotor-Gene AssayManager v1.0.

Configuration

Development

Cycler 1

1.5.5.1 Setup Environment

Overview

The "Setup" environment is one of the core parts of the Rotor-Gene AssayManager v1.0
application. It automatically appears after a user with the assigned role of an Operator
successfully logs in to Rotor-Gene AssayManager v1.0. The "Setup" environment consists of

Used to search for fully released experiments and to generate
experiment reports using predefined report profiles.

Used to develop new assay profiles in User Defined Test Mode.

{E] Used to stop or finish a run and to release a cycler after a run is
= finished.

3 different screens where tasks can be assigned:

Screen

"Available work lists"

"Create new work list"
= "Assays" step

= "Samples" step

= "Properties" step

"Apply work list"

Assigned tasks

= Creating a new work list
* Importing a work list

= Editing a work list

* Duplicating a work list

= Exporting a work list

* Deleting a work list

= Applying a work list

Create a new work list:

= Appears after clicking "New work list"
= Starts the process to create a new work list

= Setup run and apply a work list
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1.5.5.1.1 Available Work Lists View

The "Available work lists" view contains 2 areas:

= A table with available work lists (stored in the internal database).

= The button bar at the bottom of the screen

ol
Fil: Help
} Main toolbar
Available work lists | Manage or apply work lists
. . Work list name. . [# samples |Assay profiles | Rotor type Volume | Author Creation date Last applisd
List with
available WL_20120417_0858_su 6| QF Pat T2-Well Rotor 25 4l |su 17.042012 0858:58 | 17.04.2012 10:38:20
work lists WL_20120417_0800_su 48|sVBR 72:Well Rotor 254l su 7042012080043 1742012103830 | E B E
i +— Apply button
Action buttons
] Show only work lists never applied before
Import type: | QIAINK/LIMS v m Refresh list m Button bar
i User Defined Test Mode P Status bar

The "Available Work Lists" Table

The "Available work lists" table displays the following information for all currently available

work lists:

Status icon

Work list name
Number of samples
Assay profiles

Rotor type

Reaction volume
Author

Creation date

Last applied

The data in the table is sortable. By clicking at the column header, the table's data is sorted
in ascending order. By clicking at the column header again, the table's data is sorting in

descending order.
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A status icon is displayed in the very left column of a work list in case of existing warnings or

errors. Possible icons are:

Icon  Description

[f]  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.

@  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 & |#samples | Assay profiles Rotor type Volume |Author Creafion date La
m WL_20120417_0838_su 66| QF Pat T2-Well Rotor 25 pl|su 17.04.2012 08:558:38 |17

| This work list contains the deactivated assay profile QuantiFast Pathogen PCR +IC version 2.0.0. Activate the assay profile and update the work list. b

In the very right columns of a work list, the Action 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 | Authar

‘WL_20120417_0858_su 66 QF Pat T2-Well Rotor 25yl su

WL_20120417_0900_su 43 SYBR 72-Well Rotor 25yl su

Creation date Last applied Actions Apply

17.042012 08:58:58 | 17.04.2012 10:38:20 B
17.04.2012 02:00:43 17.u4.2mzm.3a.39| |q|ﬁ|

Detailed work list information

Type lcon Label/ Description

Title

\ |
Action buttons Apply button

Link to
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"Edit work

list"

"Duplicate

- work list"
=
=)
+=
=
o
-
=
o
<
"Export
work list"
n "Remove
work list"
v "Apply
work list"
IIApplyll
button

D Show only work listz never applisd before

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
QIlAsymphony or LIMS to the software
cannot be edited.

Creates a copy of the selected work
list. A copy of the selected work list is
created. 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 QIlAsymphony or
LIMS.

Exports the work list as *.iwl file.

The intended use of this function is to
exchange work lists between different
Rotor-Gene AssayManager v1.0
installations using the import/export
function.

Removes the work list from the system.
A warning must be confirmed before
the work list is deleted.

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 the work list is not locked.

If not Displays all work lists,

activated: regardless if they already
have been applied or
not.

[ 2
Creating/editin
g a work list

[ ]
Creating/editin
g a work list

¥ Apply work list
view
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If Displays only work lists
activated:  which have not been
applied yet.

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 anymore at regular periods:

1. Click the "Remove work list" button (ﬂ)

2. Confirm the warning "Work List Removal" by clicking "OK". The deleted work list
disappears from the "Available work lists table".

3. Repeat these steps for any other work list you want to remove.

The Button Bar
The button bar is arranged at the bottom of the screen:

impertie| QwinkdLivs i et | el
B

Label/Title Description

"New work Create a new work list. This button links to the "Create new work
list" list" screen.
B Import 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 v1.0 can
import work lists from QIAlink/LIMS, QlAsymphony, and other
Rotor-Gene AssayManager v1.0 installations.

Possible values: QIAlnk/LIMS
QlAsymphony
Fotor-Gene Assayhanager

The entries in this menu depend on the import settings in the
"Configuration" environment.
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Rotor-Gene AssayManager

File Help

2SS I -

Setup Approval Archive Service Configuration

Setfings User Management Cycler Management Archive Management

Default data source directories

Assay profiles for assay development
CA
Assay profiles for import
cA
Assay profiles for export
CA
Rotor-Gene experiment template files {.ret)
CA

Rotor-Gene quantitation template files {.qut)
CA

Check box -
ﬁ Import Rotor-Gene AssayManager work lists

CA
ImPO” E Import QlAsymphony work lists
settings ~ | cA
Import LIMS work lists
Ch

The group box "Default data source directories" in the "Settings"
tab of the "Configuration" environment defines whether the import
of external work lists (from Rotor-Gene AssayManager v1.0,
QIlAsymphony, or a LIMS) is possible and determines the source
directory.

A check box in front of the 3 import settings determines if the
corresponding import setting is activated or not. If the check box is
activated, the import of this specific work list is enabled. The
"Import type" drop-down menu in the "Setup" environment is
populated with this import option.

Example:
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Activated Rotor-Gene

AssayMnnager imporr _E Import Rotor-Gene AssayManager work lists

CA
Deactivated

QlAsymphony — [ Import QlAsymphony work lists
waork list import o

Activated LIMS

i —— v Import LIMS work listz
work list import b imp

CA

l

import type: | CIAIINKILIMS v mporl
QAlINK/LIMS
Ruotor-Gene Assayhan ager

The "Import QlAsymphony work lists" option is deactivated in the
example above. The QlAsymphony import option is removed from
the "Import type" menu.

Tasks related to the "Available work lists" view
b Creating a new work list
» Editing/modifying a work list

F Exporting a work list
¥ Importing a work list
¥ Applying a work list
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1.5.5.1.2 Apply Work List View

Selecting the "Apply" button either in the "Available work lists" view or in the "Create
New/Edit work list" view links to the "Apply work list" view.

In the "Apply work list view" the following tasks can be accomplished to start a run:

* 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

Furthermore detailed information about the work list and the cycler are displayed:

Work list information

= Work list name
» Creation date
» Last modification date
* Last application date
= Rotor type
* Number of free positions
= Reaction volume
» Assays used in the work list
* Assay name
* Number of samples
* Material number
* Kit expiry date
* Lot number

Cycler information

= Position

= Name

= Next verification date
» Cycler status

= Serial number

» Optical configuration
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Rotor-Gene AssayManager

File Help

=[olx]

Apply work list "WL_20120417_0858_su"™

Summary

Experiment name

Defauliname | Crested

Rotor type
72-Well Rotor

Last modified

Free positions Reaction volume Last applied

[] 25 |uiriube 17.042012 10:35 - su
Assays

Summary — Name # samples |Material nu

area GF Pat 66

Work list name.

—

17.04.2012 08:58 - su

17.04.2012 08:58 - su

Kit expiry. .
01.10.2013| 136264399

Lot number

View sample details

Cycler selection

Position |Name

] Cyeler 1
mun | Cycler2

W | Gycler 3

Cyeler 4

Cycler details

Next verification
16.06.2012 [50 day(s)]
15.06.2012 [62 day(s)]
20.06.2012 (64 day(s))

22.06.2012 [66 day(s]]

Cycler status

Ready
Ready
Ready

Ready

Select | Ring attached

o

o|0 0O

Cycler
— selection
area

Messages

No experiment name is entered. Provide an experiment name. (470083)

Select a cycler in the cycler selection able by activating the appropriate radio button in

the Select” column. (470080)

Messages
[ area

Print work list...

@ User Defined Test Mode

Summary area

t— Button bar

The "Summary" area is intended 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.
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summary

Experiment name

Rotor type
T2-Well Rotor

Free positions

Work list name

WL_20120417_0858_su

E Defsult name | created

Reaction volume

17.04 2012 08:55 - su

Last modified

17.04 2012 08:55 - su

Last applied

"Experiment name'

"Default name"

button

Data field:

[H 25 |pl i tube 17.04.2012 10:35 - su
T~ Assays
Name # samples |Material nu... Kit expiry... |Lot number
QF Pat 66 01.10.2013| 135264855
i
[ “iew sample details. . ]
Label/Title Description

Input box to enter a mandatory experiment name. The

experiment name must fulfill 2 requirements:

» The experiment name must not exceed 80 characters.

* 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 under P "Configuration"

environment - "Settings"

Shows the following data:
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"Free positions"
"Reaction
volume"

B} Data field:

"Work list name"
"Created"

"Last modified"
"Last applied"

I 'Assays' table

I3 'View sample
details..."

"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:

* Number of free positions

Shows the following data:

Reaction volume

Work list name
Creation date

Last modification date

Last application date

Table with a list of all assays incorporated in the work list. For

every assay the following data is shown:

Assay name

Number of samples

Material number
Kit expiry date
Lot number

Overview of the samples in the work list in form of a table.
This table can be printed by clicking "Print work list..." ().

(D Work list "artus CMV RG PCR CE" | Samples

Pos Style |ID

Quaniification Standard 1
~ Quantification Standard 2
— | Quantification Standard 3
~ Quaniification Standard 4
— | Negative Conirol

— | Sample ID 1

| sampie D2

— sample D3
| sample D4
— Sampk DS
— Sampk D6
— Sampke D7
— Sampk D3
— Sampk D%
— | Sample ID 10
—  sample ID 11
| sampie 1D 12

©
/EEEEEEEEEEEEEEEEN

Caption W vaiid P unclear  Vinvalid

Type
(5]
(5]

Targets.

CMV Test Target,...
MV Test Target,...
CIV Test Target,...

GV Test Target.
CMV Test Target.
GV Test Target.
OV Test Target,
OV Test Target,
OV Test Target,

CMV Test Target,...
CMV Test Target,...
CMV Test Target,...

CMV Test Target.
GV Test Target.
CMV Test Target.
OV Test Target.
OV Test Target,

Assay

sample comment 1
sample comment 2
sample comment 3
sample comment 4
sample comment &
sample comment &
sample comment T
sample comment &
sample comment &
sample comment 10
sample comment 11
sample comment 12
sample comment 13
sample comment 14
sample comment 15
sample comment 16

sampie comment 17

a

Note

The printout can be used as a pipetting scheme.
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= Position of cycler

= Name of cycler

» Next temperature verification date (residual days in brackets)
= Status of cycler

The "Cycler details" table below displays the "Serial number" and the "Optical configuration"
of the selected cycler.

Cycler selection

Position MWame Next verification Cycler status Select Ring attached
[ | Cycler 1 16.06.2012 [60 dayi(s]] Ready (:)
seéﬁ!;: LT Cycler 2 18.06.2012 [62 day(s)] Ready o
table
| | Cycler 2 20.06.2012 [64 day(s)] Ready (:)
B | Cycler4 22062012 [66 day(s]] Ready (:)
Cycler details
Cycler
details

The "Cycler selection" table has 4 rows, representing the maximum of 4 cyclers that can be
operated by Rotor-Gene AssayManager v1.0. If fewer than 4 cyclers are configured,
residual table rows will be 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
Position Mame Mext verification Cycler status Select  |Ring attached
mmEE |Cycler 1 16.06.2012 [50 day(s)] Ready o) m|
EmEE Cycler? 18.06.2012 [52 day(s)] Ready 0] m|
EEEE | Cycler3 20.06.2012 [64 day(s)] Ready (@) O
mumm | Cycler4 22.06.2012 [66 day(s)] Ready O O

Gancel " WENELTEANE

Status of "Start run" butten changes
when "Ring attached" option is activated

Cycler selection
Fosifion MName Next verification Cycler status Select |Ring attached
EEEE |Cycler 1 16.06.2012 [60 day(s)] Ready O M|
EEEE  Cycler2 18.06.2012 [62 day(s)] Loaded (=) 1
EEEn | Cycler3 20.06.2012 [64 day(z)] Ready Q M|
mumm | Cycler4 22062012 [66 day(s)] Ready O O

coe
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Button bar
The button bar contains 3 interactive buttons:

[P viorkist_| I
A B

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
* Volume
Assays » Assay profile = Kit
name information:
= Version * Material
number
* Expiry date
* Lot
number
Sample details » Position
= Sample ID
» Target(s)
* Type
= Assay

= Comment

Note

The work list can also be printed by clicking the "View
sample details..." button; see ¥ Printing work list using view
sample details button.

Note
The printout can be used as a pipetting scheme.

Il 'Concel" * The application process is canceled.
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* The "Apply work list" screen is closed without saving any
changes.
* The "Available work lists" screen is shown.

"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.

* The run is started.

» Rotor-Gene AssayManager v1.0 switches to the "Cycler"
environment of the selected cycler.

Tasks related to the "Run work list" view
P Starting a run

» Managing cyclers

P Setting work list naming options

1.5.5.1.3 Create New/Edit Work List View

The "Create new work list" view and the "Edit work list" view share the same design —
therefore the description below is valid for both tasks, creating and editing a work list.

The task of creating a new work list/editing a work list is subdivided into 3 steps:

= "Assays"
= "Samples"
= "Properties"

The screen layout for these steps have 2 static elements in common: the step marker and
the button bar. These elements remain unchanged if the user changes from one step to
another — with the exception that the "Properties" step contains an additional "Apply"
button. The main screen area varies according to the current step. The step marker is used
to change between these 3 steps.

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-110



Rotor-Gene AssayManager
File Help

» W B T

Setup Approval Archive Service Configuration

Create work list | Select assay profiles and define assay details

Available assay profiles Selected assay profiles

Assays >
St Assay profile name . Vers.__ |# contr. Assay profile name Shortname Vers._ #contr.. |#samples |Material n_ | Kit expiry.. Lot number |Scan
mcrkeer:' ‘Samples QuantiFast Pathogen... 200 6
Rotor-Gene SYBR Gr... 3.00 24
Properties

The GUI design in this main area depends on the current step
- here the Assays step is displayed.

Messages

Free positions The current work list does not contain an assay profile. Add an assay profile. (470029)
0

bar

Button _| Print work list_.. Export Save and close Reset Save

m User Defined Test Mode

Step marker
The step marker is used to change between the 3 different steps.

Change to Assays step

Samples Change to Samples step

Properties Change to Properties step

Note
It is not necessary to follow the 3 steps one after another. The steps can be accessed
arbitrarily. Unsaved changes are maintained if the user changes to another step.

The coloring of the step marker changes, depending on whether errors occur and if the step
is currently active or not.
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Status Coloring Example

Disabled step Grayed out
Samples

Currently active step without Gray background
error white font RE >
Currently active step with error  Brown background

yellow font el >

Currently not active step Blue background
without error dark blue font Samples

Currently not active step with  Yellow background

error dark brown font HIGEES
Button bar
The button bar is arranged at the bottom of the screen.
.
Label/Title Description
’ Print work list.__ Note: Button is only enabled if the work list is valid and contains
no errors.

Task: Generate a work list report in *.pdf format.

In case unsaved changes are present, the following warning must
be confirmed before the *.pdf file can be generated. A work list
must be saved in the database before it can be printed.
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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 *.pdf has the following structure:

Work list name

Creation date and time, user name

Rotor information = Rotor type
* Volume
Assays = Assay profile Kit information:
name * Material
* Version number

» Expiry date
= Lot number

Sample details table = Position
= Sample ID
» Target(s)
= Assay type
= Comment

Export Note: Button is enabled if at least the work list name is valid.

Task: Export the work list as *.iwl file.

The *.iwl file can be imported to other Rotor-Gene AssayManager
v1.0 installations (exchange functionality). If unsaved changes are
present, the following warning must be confirmed.
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@ Export button pressed.

There are unsaved changes present. The
work list needs to be saved before it can be
exported. Do you want to save it before
exporting and export it afterwards?

Task: Save the current progress and return to the available work
lists table.
[ Reset l Task: Reset the current creation process.

If a new work list was created, all fields are reset to their default
value. If an existing work list was edited, unsaved changes of the
work list are discarded. After clicking "Reset", the following warning
must be confirmed.

@ Reset button selected.

Are you sure to discard the changes you
made to the work list ? (450018)

“ Note: Button is only enabled if unsaved changes exist and a valid

work list name has been entered.
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Task: Save the 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 a new work list was created, the "Created" field is set to the
current date, time, and user.

Clicking "Save" if the work list is still incomplete 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 was entered. If an incomplete work list is saved, Rotor-
Gene AssayManager v1.0 displays a warning that has to be
confirmed.

m Task: Cancel the creation process.

All entries are deleted and the "Available work lists" table is shown.
After clicking "Cancel", 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.

App Task: Applies the work list.
Further information can be found under # Apply work list view.

Assays step

In this step, the user assembles a work list by adding assay profiles to the 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.

The following requirements must be fulfilled when assay profiles are combined:

* The assay profiles must be compatible (compatibility of assay profiles is defined in the ¥
Assay profile editor).

= The maximum number of tubes for the selected rotor is not exceeded.

The assays step consists of 4 areas:

"Available assay profiles" table
"Selected assay profiles" table
"Messages" area

Transfer buttons
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Rotor-Gene AssayManager =lolx]
File Help

» ¥ BT w @

Setup | Approval  Archive ervice  Configuration  Development

Create work list | Select assay profiles and define assay details
Available assay profiles Selccted assay profiles
Ascay profile name  a |Vers_ | #contr_ Aszay profile name Shortname Vers | #contr . #samples |Materialn_ | Kitexpiry | Lot number | Scan
SR QuantiFast Pathogen. . OF Pat 200 6
Propertics
Transfer
buttons
Available assay
profiles table
Messages
. a
Free positions Enter the number of samplss for assay profils QuantiFast Pathogen PCR +IC. (470020)
72-Well Rotor 6
[\ Thereis no kit ot number provided on assay profile QuantiFast Pathogen PCR +IC. (470058)
25004
There is no valid kit expiration date provided on assay profils QuantiFast Pathogen PCR +IC. (470058)
[ Show anly compatible Assay Profiles A v
Print work list_ Export Save and closs Save

m User Defined Test Mode

Select and edit assay profiles:

= Select one assay profile for the work list from the "Available assay profiles" table and add
it; in case the work list contains multiple assay profiles, select a compatible assay profile
and add it.

= Select the rotor type and the reaction volume.

» Transfer the assay(s) to the "Selected assay profiles" table.

Depending on the settings in the # "Configuration" environment, the following data might
have to be entered in the selected assay profiles table for every selected assay:

* Number of samples
= Material number

= Kit expiry date

= Lot number

Note

These data (except the number of samples) can either be entered manually in the
individual boxes or by using a bar code scanner.

To activate the bar code scanning function, click the bar code symbol in the very right
column. The "Scan QIAGEN Kit Bar code" dialog opens. The bar code of the dedicated
QIAGEN kit can be scanned. The values for material number, kit expiry date, and kit lot
number will be automatically populated with the values from the scan. Only the number of
samples has to be entered manually.
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Note

For a description of how to install and use a handheld bar code scanner, please refer to
the corresponding device manual.

We recommend the bar code scanner delivered with QlAsymphony instruments, which can

be ordered separately from QIAGEN (Handscanner Touch 65-PRO m.CAB-412/USB A,
cat. no. 9241227).

Transfer buttons

The transfer buttons are used to add and remove assay profiles to/from the selected assay
profiles table.

Icon  Description

a Transfer the selected assay profile from the "Available assay profiles" table to the
"Selected assay profiles" table.

This button is enabled if:

* An assay profile is selected in the "Available assay profiles" table.

= Sufficient free wells are available on the selected rotor.

* The selected assay profile is compatible with assay profiles already in the
"Selected assay profiles" table.

G 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" table
List with all available assay profile names, sorted alphabetically in ascending order.

__| Available assay profiles

Assay profile name a Vers... |#confr...
QuantiFast Pathogen... 200 5]
Rotor-Gene 5YBR Gr... 2.00 24

_
C .
I
. Free positions
B 0
8] 25000
(E
Label/Title Description
"Available Table of all available assay profiles with the following
assay profiles"  columns:
table
* Name of assay profile
= Version number
= Number of external controls used by the corresponding
assay.
E "Rotor type" Drop-down menu with predefined rotor types.
selection
menu Select one rotor type for the new work list.
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The "Rotor type" selection menu displays the selected value.
This menu becomes disabled after an assay profile has been
transferred from the "Available assay profiles" table to the
"Selected assay profiles" table.

To re-enable this menu, all assay profiles must be removed
from the "Selected assay profiles" using the transfer button <.

"Free Info about the number of free positions on the rotor.
positions" info
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
guantitation 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

The example above is valid for assays where one sample is
applied into one tube. In case of tube splitting, i. e., one
sample is split to multiple tubes, the number of test samples
has to be multiplied by the number of necessary tubes.

For example, if a sample is split to 5 tubes, then the number
of necessary test samples is determined by multiplying the
number of test samples by 5.

"Volume Drop-down menu with predefined reaction volumes for the
selection" new work list. Select the appropriate reaction volume from
menu the drop-down menu.

25,00 ul
40,00 i
£0,00 i
100.00 ul

Note

The screenshot above is an example. The available reaction
volumes are defined by the assay profile.
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The "Volume selection" menu displays the selected value. This
menu becomes disabled after an assay profile has been
transferred from the "Available assay profiles" table to the
"Selected assay profiles" table.

To re-enable this menu, all assay profiles have to be removed
from the "Selected assay profiles" using the transfer button

||<||'
“Compoﬂble ) If not activated: List all available assay profiles.
assay profiles Incompatible assay profiles are grayed
check box out.

If activated: If an assay profile has already been added
to the "Selected assay profiles" table, only
compatible assay profiles will be listed.

Note

Multiple assay profiles are defined as being compatible if all of the following requirements
are fulfilled:

* The thermal cycling profiles are identical.

* The auto-gain settings are identical.

= They share at least one rotor type.

» They share at least one reaction volume.

» The optical configuration restrictions allow the usage of at least one cycler type, and they
share at least one optical configuration.

» They are generally allowed to run with other assays.

* They share the same cycling group, or they are not part of a cycling group at all.

"Selected assay profiles" table

Assay profiles added to the work list (one or multiple) are listed in the "Selected assay
profiles" table. This table is not sortable.

Selected assay profiles

Assay profile name Short name |Vers... #confr... #samples Material n... | Kit expiry... |Lot number | Scan

Rl Rl Rl

hl
QuantiFast Pathogen... QF Pat 200 6

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-121



This table contains data given by the respective assay profile and data that has to be entered

manually or with a bar code scanner. The following table shows the source for every

column:

Column

"Assay profile
name"

"Short name"
"Version"

"# controls"
"# samples"

"Material
number"

"Kit expiry
date"

"Lot number"

"Scan"

Source for column data
Values given by the assay profile

Manual input required

Input required either manually or by using a bar code scanner

Values are entered either mcmuculli or via scanning the bar code of

the respective QIAGEN kit. Click W1y the very right column to
open the following "Scan QIAGEN kit bar code" dialog:
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Column Source for column data

@ Scan QIAGEN kit bar code

Kit bar code

Material number Kit expiry date Kit lot number

Messages

Scan or enter & valid bar code {17 — 23
digits). (470051}

o
)

Using the bar code dialog facilitates the tedious task of manually

entering the material number, expiry date, and lot number of the kit.

The bar codes of QIAGEN kits contain the information as bar code
itself and as a sequence of digits. The user can either scan the bar
code using a bar code scanner or enter the bar code digits into the
'Kit bar code" field.
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Note

The setting, whether a valid product number, etc., is required, is set in the "Settings" screen
of the "Configuration" environment.

Requirements set-
tings for work lists
in Closed Mode

Work list

Format of generated work list names

WL_20110513_0430_Operator

User definable string

WL

[¥] Date
[] Time

[¥] Operator

[[] Enable processing of unclear samples

[#] Enabie checksum for Import
Closed mode

[[] Product number reguired
[[]&lid expiry dste reguired
[[] Lot number required

UDT mode

[] Preduct number required
[[]valid expiry date reguired
[[] Lot number required

Requirements
— settings for work
lists in UDT Mode

These requirements can be set independently for the Closed Mode and the UDT Mode.
If the setting is set to be "required" for one of the three options (check box is activated),

then the operator must provide the information.

It is not possible to leave void the respective input fields in that case.

Further details can be found in the description of the I "Configuration" environment under

P "Settings".
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"Assay position" control buttons
The "Assay position" control buttons are placed below the "Selected assay profiles" table.

Selected assay profiles

Assay profile name Short name |Vers... #contr... #samples |Material n... | Kit expiry... Lot number | Scan

Rl Rl "

hl
Rotor-Gene SYBR Gr... SYBR 300 24

Assay position controls

Two arrow buttons are used to change the position of the "Selected assay profiles" in the
table. Click the up arrow to move an assay profile up. Click the down arrow to move it
down. This will also affect the assay position on the rotor.

"Samples" step

The "Samples" step shows the sample details in tabular form. All sample types from all

selected assay profiles are displayed here. In case multiple assay profiles were added, they
are listed subsequently.

Note

The order of the samples within one specific 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:
* 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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Rotor-Gene AssayManager
File Help

» ¥ BT ow @

Setup Approval Archive Service Configuration Development
Create work list | Edit samples
Assays Sample details
Pos. Style | Sample ID Status  Sample type Targets. Assay Sample comment

Samples bl 1/l === PC_1 PG Test, IC QF Pat N
y 2|l === Fc_2 FC Test, IC QF Pat b

Properties » 3/ ==="PC_3 FC Test, IC QF Pat )
» 40— T Test Test, IC QF Pat )
» 5l y N Test Test, IC QF Pat N
N Gl ) a h Test Test, IC OF Pat b
» 7 b Test Test, IC QF Pat )
» s l— h Test Test, IC QF Pat )
» o | """ NTC_1 NTG Test, IC QF Pat N
N 10|l """ NTG_2 NTC Test, IC QF Pat b
y| 11|t NTC 3 NTC Test, IC QF Pat )

The editable columns of the samples details table (line color, line style, ID, and comment)
have a pop-up menu, which can be accessed by a right click in the respective column. The
columns are described in the following table:

Column

Row selector

Description

The row selector is intended to select single or multiple rows. If a
row is selected, the column will be marked in blue and the row
selector icon will change:

Unselected row ]

Selected row 3

To select several consecutive rows, click the first row selector, 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.

Pop-up menu:

Note: A row must be selected using the row selector before the
corresponding pop-up menu can be opened.

If a single row is selected, the "Assign IDs" menu entry is disabled.
This entry is only activated if multiple rows are selected.
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Open the pop-up menu by right clicking in any area of a selected
row.

Copy Cirl+C Copy Cirl+C

Assign [Ds b Assign IDs b Aszsign same |1Ds
Color ] Color L4 Assign unique |05
Line Style ] Line Style ¥

Cancel Cancel

Pop-up menu fora  Pop-up menu for multiple row selection
single row selection

Label/Title Description

"Assign ID"  "Assign same  Assigns the ID value from the
IDs" first cell of the selection to all
other selected cells.

"Assign unique  Based on the ID of the first

IDs" 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, 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, etc.

"Color" Open a color palette where the
user can select a specific color
for the amplification curve of
the selected samples.

"Line Style" Open a style palette where the
user can select a specific line
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style for the amplification curve
of the selected samples.

"Pos." Displays the position of the sample in the rotor. The position of a
sample is determined by the assay profile and the order of the
assay profiles in the "Assays" step (in case the work list consists of
multiple assay profiles).

The maximum position number is restricted by the selected rotor

type.

Line color The color of a sample's amplification curve in the PCR plot can be
set by opening the color palette and selecting one out of 20
predefined colors.

Pop-up menu:
It is possible to select multiple samples and assign them the same
line color using this pop-up menu.

"Style" The line style of a sample's amplification curve in the PCR plot can
be set by opening the line style palette and selecting one out of 6
predefined styles.

Pop-up menu:
It is possible to select multiple samples and assign them the same
line color using this pop-up menu.
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"Sample ID"
characters.

Pop-up menu:

The sample ID must not be empty and must have 1 to 40

The sample ID pop-up menu depends on whether a single or
multiple cells are selected.

Copy Cirl+C
Paste Cirl+Y

Cancel

Copy Cirl+C
Paszte Cirl+Vf
Agsign same [Dis

Agsign unique 1Ds

Cancel

Pop-up menu for a single  Pop-up menu for multiple ID cells

ID cell selection

Label/Title

IICopyII

"Paste"

"Assign same
IDs"

"Assign unique

selection

Description

Copy the content of the selected ID cells
— single or multiple — to the clipboard.

Paste the content of the clipboard to the
selected cell. A warning is displayed
before data is overwritten.

Assign the ID value from the first cell of
the selection to all other selected cells.
Note: For some assay profiles it is not
allowed to have the same ID for different
samples. In this case "Assign same IDs"
entry is disabled in the context menu.

Based on the ID of the first selected cell,

IDs" an incremental number is added to all
selected cells.
Example: If first cell has the ID Sample,
the generated values are Sample T,
Sample 2, Sample 3, etc.

"Cancel" Close the pop-up menu.

"Status" Note: This column is used only if a QlAsymphony work list is
imported.
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Possible statuses of samples from a QlAsymphony work list are:

* Valid

* Invalid

= Unclear

* None (empty field) is the status if QIAsymphony has not been
used.

"Sample type" The sample type is listed in this field.
Possible values are:

» Test Test sample

= NTC No template control

= PC Positive control

= EC+ Positive extraction control

= EC- Negative extraction control

" QS Quantitation standard

"Targets" Acquisition target given by assay profile

"Assay profile name"  Short assay profile name given by assay profile. Hovering over the
short assay profile name shows a tooltip with the full assay profile
name.

"Comment" The comment column may be empty. If a comment is filled in, it
must contain no more than 256 characters.

"Properties" step

The properties step is used to assign the new work list a name, either by entering the name
manually or by using a generated default name. Furthermore, 2 options may be set (work
list "is editable" and "is applicable").
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Properties

Work list name
N | wL_20120417_1422_su |

[ (Defaukname |

Woaork list

Created
Last modified

Last applied

G|

External order ID

HE
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Label/Title Description

"Work list Text field to enter a name for the new work list.
name"

Note

Maximum length for the name is 40 characters. The entered
name must be unique (in case a new work list is created).

1 'Default Automatically generate a name for the work list. The pattern for
name" the generated name is defined in the P "Configuration"
environment under # "Settings".

"Is editable"  Determines whether a work list can be modified later. This check
check box box is disabled by default. It is enabled when the "work list is ready
to be applied" check box is activated.

If not activated: Work list cannot be modified later.
The "Edit work list" icon in the action bar is
deactivated:

If activated: Work list can be modified later.
The "Edit work list" icon in the action bar is

activated:

(D I Determines whether a work list can be applied:
applicable"
check box If not activated: Work list cannot be applied.
If activated: Work list can be applied.

When this check box is activated, the (disabled) "Apply" button in
the button bar and the "ls editable" check box get activated:

"Is applicable" unchecked "Is applicable" checked

Apply App

"Apply" button in button bar  "Apply" button in button bar is

is disabled. disabled.
Work list Work list
[#] i= editable
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"Created"
info field

"Last
modified"
info field

"Last

applied" info
field

IE]  ‘'Externdl
order ID"

"Is editable" check box is "Is editable" check box is

disabled. enabled.

Displays who created the work list and when (field is populated
upon saving).

Displays who modified the work list and when (field is populated
upon saving).

Displays when the work list was last applied.

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 this kind of order IDs.

1.5.5.2 Cycler Environment

The "Cycler" environment is used for the cyclers and gives an overview about all Rotor-Gene
Q instruments accessible by Rotor-Gene AssayManager v1.0. Up to 4 different Rotor-Gene
Q cyclers can be registered and subsequently controlled by Rotor-Gene AssayManager v1.0

in parallel. The different cyclers are represented by individual "Cycler" icons, which are
always displayed at the very top right of the Rotor-Gene AssayManager v1.0 screen.
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Cycler Icons

1 -iolx]

File Help

Cyeler 1 Cycler 4

A= - & 8 & &

Setup | Approval  Archive  Service  Configuration

Available work lists | Manage or apply work lists
a|#samples |Assay profiles | Rotor type Volume |Author Creation date Last applied Actions Apply

x ’ : T
WL_20120417_0855_su 66 QF Pat 72-Well Rotor 25| su 17042012085858  17.042012 102620 | g ] [l A | R

72-well Rotor 25l | su 7042012080043 17.042012 102630 | P ] [l A | R

Work list name

WL_20120417_0900_su 43 SYBR

D Show only work lists never applied before

et | QlniS [ | R

@ User Defined Test Mode

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.

Progress Indicator

Cycler idle Cycler working Run finished Run stopped
The progress indicator visualizes  successfully (either by clicking "Stop
the run progress. Process" or an error
occurred).

Further cycler icons are listed below:

Cycler 1

Cycler offline Cycler activated Invalid Run stopped and
verification cycler offline
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"Idle Cycler" screen

In case a cycler is idle, clicking the corresponding icon displays the following screen:

Rotor-Gene AssayManager
File Help

=loix]

2 @ @ @

Cycler 1 Cycler 2

Cycler 4

There are two alternatives to start a run on an idle cycler:

= Apply an existing work list from the "Available Work Lists" table.
= Create a new 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.

Cyclers

2aem (][3]

Stop process

Finish run.

File Help
¥) GF Pat_20120417_1506 Acquisition [ Green
Gycler Operaior Fluorescence: - - Cycles: - -
Information — Cyeler 1 su
pcne Comment
Sample Information &1
Tube | Sample ID Type Assay a
W1 Pca PC QF Pat
m2 rPc2 PC QF Pat
m3 Pc3 PC QF Pat 004
I Test  QF Pat
ms 2 Test QF Pat H
me 3 Test  QF Pat g
m7 4 Test QF Pat 3
ms s Test  QF Pat N
Sample me o Test  oF Pat
Information —|| w0 7 Test  QF Pat
area | JEER Test QF Pat
[ REE Test  QF Pat
W13 10 Test QF Pat
W4 Test  QFPat
s 12 Test  QF Pat
e 13 Test  QFPat
1714 Test  QF Pat
W18 15 Test QF Pat
CRCEG Test  QF Pat
m20 17 Test  QF Pat
- 01 1R Taet OF Dat v Lt B oA
1507 ————————
@ User Defined Test Mode

— Plot
area

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
"Sample information" area
Plot area

"Cycler" icon
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Information panel

¥ QF Pat_20120417_1505
Cycler Operator
Cyeler 1 su
Comment
Label Explanation
Collapse icon 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  Experiment name as defined during work list setup.

Name of the cycler
B | 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)
= Sample position on rotor

= Sample ID

= Sample type:

» Test Test sample

= NTC No template control

= PC Positive control

= EC+ Positive extraction control
= EC- Negative extraction control
* QS Quantitation standard

» Assay short name
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Non-Test __|
samples

Test samples

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

Sample Information

Tube Sample ID
W1 PC_1
[ | PC_2
H:
[ !
M s

g e
BlWw M= 3

INEEEEEEENERNNEN
— o o o —
EWW"JO‘JLH
_—t‘laazaijsmnﬂﬂmw.&mm—tg
L

=l
iy
-
o

unused rotor positions.

Test
Test
Test
Test
Test
Test
Test
Test
Test
Test
Test
Test
Test
Test

Test
Tea=t

Assay

QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat

QF Pat
OF Pat

— Plots enabled

— Plots disabled
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Multiple assays

In case multiple assays were used to set up an experiment, the assays are arranged one
after the other.

Sample Information

Tube
N
o 2
)
W 4
)

EEEEERN
-

HEENEN
5
E

Sample D
1

@ ot o oW

Positive Con..,
Negative Co...

1
2
3
F)

Positive Con..,
Negative Co...

Type
Test

Assay
ACC

Test
Test
Test
Test
PC
EC-
Test
Test
Test
Test
PC
EC-
Empty
Empty

Empty
Empty
Empty
Empty
Empty

ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC

"Empty" tyfe samples up to the
wells on the rotor
v| [here a 72-well-rotor is used)

number o

Samples

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 brighter blue.

Sample Information

Tube Sample ID Type
m1 PC_1 PC
m: P
3 PC_3 PC
[ ! 1 Test
B s 2 Test
B s 3 Test
[ | 4 Test

Acquisition plots are enabled by default

Assay

QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat

for all samples. The row is colored in

dark

blue.

Sample Information

Tube Sample ID Type
W1 PC_1 PC
[ PC_2 PC
[ PC_3 PC
[ 1 Test
ms [ s
[ M 3 Test
[ i 4 Test

In the example above, the amplification
curves of tubes 2, 3, and 5 have been

Assay

QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat

disabled. These rows are colored in

brighter blue.
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Plot area
The plot area displays the amplification curves for a selected acquisition of the different
samples recorded by the Rotor-Gene Q in real time.

-
E

Acquisition | Green
1

I Fluorescence: 172 Cycles: 140 |

254

| Plot
ared

Label

Coordinates

Target selection
menu

Graph options

Explanation

Shows the coordinates of the current mouse position. If the
mouse cursor is within the plot area, the mouse cursor
changes to cross hairs (JF) The current coordinates are
displayed in this field.

The coordinates are shown as "Fluorescence" and "Cycles"
values.

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 0 to 100 fluorescence units.

The x-axis is set to a maximum value equal to
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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.

Bl  Zoom factors Displays zoom factors separately for the x-axis and the y-
axis.
3 Start time" Displays the start time of the run.

F| Progress indicator ~ Displays the progress of the experiment. The indicator bar
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
eesssssssssssss————— About 7 minutes
1 I : I

Elapsed time Remaining time

The text over the progress indicator changes depending on
the current status of the run:

Text Explanation

"Remaining time" Ongoing experiment

"Analyzing" Experiment was finished, analysis
has started
"Ready" Experiment analysis finished
"Remaining time" Displays the estimated remaining time.
estimation
I} '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
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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 internal database.

| ] "Finish run" Finish the run.
The following dialog is opened:

@ Finish run

Position Mame Run status

[ ] Cycler 1 Run Successful

Experiment name

QF Pat_20120426_0752

Errors during run

Comment

OSSNSO we——

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:

Finizsh run

D Run has to be released before starting approval
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If this setting is deactivated, the run can be approved in
the "Approval" environment without releasing the run.

For further information, see * "Configuration"
environment.

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.

Requsion zoom
Fluorescence: —— Cycles: — — B % 100% B v 40e%

25

20

Fluorescence

qum

v Select comesponding Samples
—/ Deselect corresponding Samples

Cancel

2 4 8 8 10 12 14 16 18 20 22 24 26 28 k-] 2 34 a8 38 Cycles
Start time ‘Remaining time _
13:28 About 4 minutes Stop process Finieh run...
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Zoom the plot to

the marked area Q, Zoom
+ [
Select/deselect samples _*"( Seleatinne i B
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
right-clicking and holding down the mouse button, the cursor changes to a hand symbol (
1). 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%.

= |dentification 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:
- Tube number

- Sample type
- Sample ID
- Assay type
Fluorescence: 15,4 Cycles: 32.8 £ X: 100% 0] ¥: 408%
Cycter operator
== = Corresponding sample and plot
Comment
Sample Information
Tube | Sample ID Type Assay a
-
[_Ik3 PC_2 PC QF Pat
W3 |Pc3 PC OF Pat
| I 1 Test QF Pat
| 16 2 Test QF Pat
Ms [ rest OF Pat
7 4 Test  OF Pat
H: 5 Test OF Pat Y/ y /
Hs & Test QF Pat [;,5" /. ‘Tube:1 1D: PC_1
FIE Test OF Pat Y /" |Type:PC_Assay: QuantiFast Pathogen PCR +1C
1] Test OF Pat 4 /
Wz 3 Test QF Pat
[ IRE] 10 Test QF Pat
| IRE " Test QF Pat
W 15 12 Test QF Pat o
| IR0 13 Test QF Pat
W i7 14 Test QF Pat =———
| L 19 Test QFPat ||| [
| IR 18 Test QF Pat |ﬁ

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
¥ Finishing and releasing a run
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1.5.5.3 Approval Environment

The "Approval" environment is used to search for unreleased or partially released assays and
to approve and release every single test sample of the assay. The "Approval" environment
mainly consists of 2 different screens:

= "Filter" screen: Used for filtering and selecting specific assays for the approval and release
process

= "Approval" screen: Used for checking the assay result and approving and releasing every
individual test sample

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 approve or 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 approval and release process, the assays to be approved are selected by
checking the corresponding check box and clicking "Start approval'.

The results of every individual test sample and, depending on the plug-in, even the external
controls have to be checked and approved separately. Depending on the status of the
individual samples, the status of the experiment will change accordingly.

Possible sample status Possible assay status
» Undefined » Unreleased

* Accepted * Partially released
» Rejected = Fully released

Dependency between sample status and assay status:

= All samples undefined *+  Experiment unreleased

» Samples sporadically accepted #*  Experiment partially released
or rejected

= All samples accepted or rejected #*  Experiment fully released
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1.5.5.3.1

Filter Screen

The "Filter" screen is intended to

= Filter for not yet released or partially released assays

= Select assays to start the approval process

It consists of 2 parts:

= "Filter options" area at the left hand side of the screen
= "Assay selection" area at the right hand side of the screen

File Help

Setup | Approval

Service  Configuration

»iw B OIT

(&=

Cyeler 1

(&)

Cycler 2

=lo(x]

= &

Cycler 2 Cycler 4

Filter options

Start date End date

[18.032012 [18.042012

D Use advanced filter options

Assay selection
[] Experiment

» | | QF Pat_20120417_0848
» | | @F Pat_20120417_0g58
» | | @F Pat_20120417_1009
v | | @F Pat_20120417_1017
v | | @F Pat_20120417_1018
» |0 | QF Pat_20120417_1022
» |0 | QF Pat_20120417_1028
» | | ©F Pat_20120417_1032
» | | ©F Pat_20120417_1033
» | | QF Pat_20120417_1038
» | | QF Pat_20120417_1508
» | | QF Pat_20120418_1028
» | [ | SYBR_20120417_0853
» | | SYBR_20120417_1007
» | | SYBR_20120417_1017
» | SYBR_20120417_1020
» | SYBR_20120417_1023

» |1 SYBR 20120417 1029

Assay

QuantiFast Pathogen PCR_._
QuantiFast Pathogen PCR_._
QuantiFast Pathogen PCR_._
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
QuantiFast Pathogen PCR....
‘QuantiFast Pathogen PCR...
Rotor-Gene SYBR Green...

Rotor-Gene SYBR Green...

Rotor-Gene SYBR Green...

Rotor-Gene SYBR Green...

Rotor-Gene SYBR Green...

Rotor-Gene SYBR Green...

#samples | Operator

66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
66 | John Doe
48 | John Doe
48| John Doe
48| John Doe
43| John Doe
43| John Doe

43| John Doe

Run date Status

17.04 2012 08:49°42
17.04 2012 09:59:57
17.04 2012 10:09-08
17.04.2012 10:17:27
17.04.2012 10:19:55
17.04.2012 10:22:48
17.04.2012 10:29:13
17.04.2012 10:32:52
17.04.2012 10:33:31
17.04.2012 10:38:20
17.04.2012 15:07:03
17.04.2012 10:29:53
17.04.2012 09:53:29
17.04 2012 10:07-11
17.04 2012 10:17:12
17.04 2012 10:20-09
17.04 2012 10:23:08

17.04.2012 10:29:27

Start approval

A

John D

Filter options 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.

Asssay selection area
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"Filter options" area

Filter options
D {I Start date End date
ate filter _| [amao00 15.04.2012
options | —= | | —— |

E! [¥] Use advanced filter opticns

[ Filter assays

Assay status Release status
) Successful () Unreleased
Advanced filter O Failed O Partially
optiens
(®) Both () Both

[[] Filter experiment name

[[] Filter contained sample IDs

[ Filter operatar

[ Filter cyeler serial number

By default the filter options are set to search for assays of the last month. All other filter
options are disabled. To enable the advanced filter options, the check box "Use advanced
filter options" (E3) must be checked.

Note

Filtering for text is not case sensitive. For example, if sample01 is entered in the "Filter
contained sample IDs" box, samples with IDs Sample01 and SAMPLEOT are also
considered as matching samples.
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Label/Title Description

Date filter Enter a start date and an end date in the corresponding fields to
options filter for assays with a run start date in the defined date interval.
Dates can either be manually entered or using the date picker.

Restrictions:
= Wildcard characters are not allowed.
» Dates must be entered completely.

E "Use Click in the check box next to "Use advanced filter options" to
advanced activate the advanced filter options.
filter options"
check box
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 to select
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
= Failed
= Both

"Release status" Filter for the release status using the
radio buttons. Possible values are:

Advanced Filter Criteria

= Unreleased

= Partially
* Both
"Filter experiment Filter for the experiment name by
name" activating the check box and entering an

experiment name.
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"Filter contained Filter for specific sample IDs by

sample IDs" activating the check box and 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

number" activating the check box and entering a

cycler serial number (only digits).

B "Reset filter" Resets all filter options to the default values.
button

"Apply filter"  Starts the filter process.
button
All experiments matching the filter criteria will be listed in the
"Assay selection" area.
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"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

ﬂ--—D Experiment

v |0 | QF Pat_20120417_03439
v |0 | @F Pat_20120417_0359
» |0 | @F Pat_20120417_1009

» [0 | QF Pat_20120417_1022

Column

Row 3
selector

Assay # samples | Operator Run date Status

QuantiFast Pathogen PCR... 66 | John Dioe 17.04 2012 09:49:42

‘QuantiFast Pathogen PCR.._ 66 | John Doe 17.04 2012 D9:58:57

QuantiFast Pathogen PCR... &6 | John Doe 17.04.2012 10:09:08 El

‘QuantiFast Pathogen PCR... 66 | John Doe 17.04.2012 10:22:43 El
B

Explanation

The row selector is a tool to select and deselect assays in the
assay selection table.

Single assays are selected by activating the check box (L) 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 Activated
row selector 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
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Assays O
selector
check box

"Experiment"

Assay @
validity

The context menu of the row selector is used to select or
deselect the highlighted assay:

Select
Deselect
Invert selection

Cancel

Label/Title Description

"Select" Activates the check box for all highlighted
assays.

"Deselect" Deactivates the check box for all
highlighted assays.

"Invert Inverts the status of the check box for all

selection" highlighted assays, i.e., selected assays are
unselected and vice versa.

"Cancel" Closes the context menu.

The assay selector check box 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.

O No assay selected
=] One or more assay selected, but not all

B All assays selected

Experiment name defined before starting the run
Shows the assay's validity status:

* |f the assay is valid, this field is empty.

* |n case an assay is invalid, this is indicated by a warning icon:
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The reason for invalidity is shown in a tooltip. Possible reasons

are:

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" Full name of the assay(s) used for this experiment
"# samples" Number of samples

"Operator" Name of the operator

"Run date" Run date of the experiment

"Status" Release status of the assay

If this field is empty, no samples from this assay have been

released yet.

If not all samples have been released, this assay has the status
"Partially released". This is indicated by the (8 icon.
If an assay is locked, the column shows a lock icon &.

"Start approval' button  Starts the approval process of the selected assays. This button is
B )] enabled if at least one assay is selected.

By clicking this button, the "Approval" screen is displayed. All

selected assays get the status "Locked".
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1.5.5.3.2 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 v1.0 plug-in user

manuals. In this manual, example screens and procedures for the UDT basic plug-in are
shown.

The "Approval" screen is used to:

Check the result of an assay

Approve (accept or reject) the result of every sample

Release individual sample results and whole assays

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. Only if all sample results have been released
and no test sample has the status "undefined", 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.
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Rotor-Gene AssayManager _lol x|
File Help
-
» ¥ B OIT o &
Setup | Approval | Archive  Service  Configuration  Development
Tab list QF Pat_20120417_1017 QF Pat_20120417_1019 QF Pat_20120417_1032 QF Pat_20120417_1038 QF Pat_20120418_1029 SYBR_2012/ 5
ab his QuantiFast Pathogen PC... QuantiFast Pathogen PC... QuantiFast Pathogen PC.. QuantiFast Pathogen PC. QuantiFast Pathogen PC. Rolor-Gene
) Plots and information
Raw data Protessed data | Standard curve Experiment | Assay ‘ Audit Trail
Run comment Run operator External arder ID Messages
Plots and s
II'IfOI'ITICIfIOI'I— Run released by Work list source Work list locked
area Manual No
Experiment name Reaction volume Rotor type. Created from worklist
QF Pat_20120417_1017 25 72-Well Rotor WL_20120417_0858_su
Run start. End of run Run on SW version Cycler Serial No. ‘Work list last changed by Work list created on Work list last changed on
17.04201210:1727 | | 17.04.2012 10:18:41 0862 0112101 su 17.04.2012 08:58:58 17.04.2012 06:58:58
v Results
Standards / controls A
Pos. |4 Style | Sample ID Status |Type | Targets ct Result Flags. ‘Sample comment v e
1/ W === Pc_ PC | Test - invaLn MULTIPLE_THRESHO. . OO
ic = INVALID MULTIPLE_THRESHO..
Results area — 2/ W === FC2 PC | Test - INVALID MULTIPLE_THRESHO. . OO
( ic - INVALID MULTIPLE_THRESHO.
3 W === PC3 PC | Test - invaLD MULTIPLE_THRESHO... OO
ic - INVALID MULTIPLE_THRESHO. . v
[ Show IC Assay comment
Button ba r—[ Create support package... Save and close Resat Save ﬁ Release | report data
i User Defined Test Mode

The "Approval" screen consists of the following 4 areas:

Area

Tab list

"Plots and

information" area

"Results" area

Button bar

Functionality/Tasks

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 to the tab list.

This area contains various data about an experiment.
This area is subdivided in up to 6 separate tabs (depending on the
selected assay and the currently used plug-in).

This area contains details about the samples and radio buttons to
approve or reject individual sample results.

This area contains buttons to save, close, reset, and finally release
the selected sample results of the assay.
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Tab list

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 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.

Atab 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 * OF Pat_20120417_1019 QF Pat 20120417 1032 |  QF Pat 20120417 1038 OF Pat_20120413_1029 SYBR_2012( B cl Il
QuantiFast Pathogen PG QuantiFast Pathogen PG |—QualnliFﬁs' Pathogen PC QuantiFast Pathogen PG QuantiFast Pathogen PC. Rotor-Gene 5 C#"e a
| utton

Experiment
name  Assay name

"Plots and information" area
The "Plots and information" area is subdivided into sub tabs:

Collapse—- v Plots and information
con
Raw data ‘ Processed data ‘ Standard curve | Experiment ‘ Assay ‘ Audit Trail }SUb tabs
Target [Test [ v] options [[[T] FI:0.00 Cy:0.00
o
g
8 50
7
[
Q
3
'S _.-_.-_._'___._._-
1] v .
L] 10 15 20 28 30 35 Cycles
1. "Raw data" —

Graphic focused:
Shows amplification plots of raw and processed data

2 Processed data as well as the standard curve, respectively (depending
3 "Standard curve" | onthe selected assay and the currently used plug-in).
4. "Experiment" "~ ] Data focused:

Shows detailed data about the experiment and the
3. "Assay" assay.
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6. "Audit Trail"

Note
The collapse icon (*)) is

Shows all actions that are recorded in the audit trail.

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 expan

"Raw data" sub tab

The "Raw data" sub tab d
The line styles and colors

ding the area back to the default size.

isplays a plot of the fluorescence measured during the assay run.
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-

n.

Collapse

ICON — (¥, Plots and infermation

Raw data

Target

selection —— e (1 1] om

Graph options Coordinates

ond ‘ FI:0.00 Cy D.UJ Target Options FI:0.00 Cy:0.00

menu

50

50

Label/Title Icon

Collapse icon
Target selection menu

Graph options

PCR plot

Description

Collapses the "Plots and information" or the "Results area" 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 0 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 attempts 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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B QAN

Coordinates

Disabled in "Raw data" tab.
Disabled in "Raw data" 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.

Fl: 2880 Cy:538

Fluorescence Cycle
value value

Coordinates are displayed only if the cursor is over the
amplification plot. Otherwise the coordinate values are set to

0.

Behavior of the plot area
* When the mouse is hovered over the amplification plot, the cursor changes to cross hairs (

1.

» 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 501

ID

Fluorescence

= Sample —

type

= Assay
name

(long)

Tube:3 ID: PC_3
Type: PC Assay: QuantiFast F'athu:ugen PCR +C —

'5 10 15 20 20 3E  Cycles
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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.

Mormalized Fluorescence

Morm alized Fluorescence

0.2

0.2

1. Hold down left mouse button
2. Drag mouse to end point

""""""""""""""""""""" Q ZOgm

B e e == '|:,r' Select comesponding Samples

5 10 15 20 —Jr' De=select corresponding Samples

Cancel
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Description of the context menu's functions:

Zoom the plot to

the marked area Q, zoom
+ [
Select/deselect samples _,-’ Seettcnrraspnnum; Samples
in the Result fﬂh!& J,-" Deselect corresponding 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 (). 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%.

Processed Data

The availability of processed data depends on the currently used plug-in. The "Processed
data" sub tab has the same elements and the same behavior as the "Raw data" sub tab with
only a few differences:

1. The raw fluorescence data are normalized using the internal algorithm of Rotor-Gene
AssayManager v1.0 according to the settings of the corresponding assay profile.

2. The graph options are partially different. The following table describes only the
differences to the raw data tab:

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
Graph "Linear scale" button is highlighted in dark blue color.
options
By clicking the "Logarithmic scale" button, the amplification
plot is displayed Usipg a.logorifhmic scqle. |.f This opfio‘n is
selected, the "Logarithmic scale" button is highlighted in dark
blue.

Standard Curve
The standard curve sub tab displays the standard curve as a result of plotting the C; values
of the quantitation standards on the y-axis against their concentration on the x-axis. For
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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: 11 ID: Q53

Ct Value

F 30 Type: @5 Assay: HVW QS Plasma_ 1000-60_cop

1[1 1E1 5 102 1[2 5 1E3 1E3 5 Concentration
Tube number Sample ID Sample type Assay name (long)
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 Gruph OPﬁOnS

T + Raw Data | Processed Data 'Slandar\:lcuw&“| Experiment | Assay | Audit Trail Coordincﬂes

arge
_ —t—
seleciion |- ruon crom <o 000! o
menu m——
2= Te— Green Cycling 1 Step 2
R =0,98822
" R*=0,9984%
E] M= -3236
2 . B - 38,891
5] ' Efficiency = 1,037
10’ 10’ 10 10 10° 10° Concentrat )
[ 1 |
Standard curve plot area Information panel

Standard curve plot area
The layout is similar to the "Raw data" and "Processed data" sub tabs:

= A drop-down menu to select the target

» Graph option buttons to manage the plot
= A coordinates field, displaying C; and concentration values of the current cursor position

in the plot

Information panel
The informational panel provides information about the acquisition channel and statistical
parameters describing the parameter values of the regression analysis:
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Target

Green Cycling 1 Step 2 — acquisition

R = 0,994922 channel
Statistical R=*=0,99545
regression M=-3236
parameters B = 38,891

Efficiency = 1,037

The statistical regression parameters are:

Parameter

R

R2

M
B

Efficiency

Experiment

Explanation

Root extracted from R?

The correlations 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.

Curve slope

Curve offset

Describes the amplification efficiency in a PCR

The "Experiment" sub tab provides detailed information about the experiment.

v Plots and information

Raw data Processed data Standard curve Azsay Audit Trail
Run comment Run operator External order ID Messages

su
Run released by Work list source Work list locked
Manual No

Experiment name Reaction volume Rotor type Created from worklist

QF Pat_20120417_0849 25 72-Well Rotor WL_20120417_0858_su
Run start End of run Run on SW version Cycler Serial No. Work list last changed by Work list created on Work list last changed on

17.04 2012 08:45:42 17.04 2012 D9:52:17 0862 D112104 £l 17.04 2012 D8:58:58 17.04 2012 D8:58:58

The "Assay" sub tab provides detailed information about the selected assay.
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v Plots and information

Raw data Processed data Standard curve Experiment

Audit Trail
Assay profile name # standards and controls Material number
QuantiFast Pathogen PCR +IC 6
Short name # test samples Kit expiry date
QF Pat 66 01.102013
Version Reserved rotor positions Kit lot number
200 72 138264899

Audit Trail

The "Audit trail" sub tab contains detailed information about any substantial events of the
experiment in adjacent order.

Example:

v Plots and informaticn

Raw data | Processed data Standard curve Experiment | Assay | Audit Trail
Date and time User ID Message ID |Message Signed
11.05.2012 09:31-22 su 540015 Approval: Experiment Experiment-634716579113812101 assay QuantiFast Pathogen PCR +IC sample PC_1 in
- T tube position 1 state set from Undefined to Accepted.
11.05.2012 09:31:22 su 540015 Approval: Experiment Experiment-634716579113812101 assay QuantiFast Pathocgen PCR +IC sample PC_2 in

tube position 2 state set from Undefined o Accepted.

"Resulis" 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. Any test sample results provided by Rotor-Gene AssayManager v1.0 must be
investigated as being correct or incorrect and must be approved (accepted or rejected)
accordingly. Accepted or rejected samples must be released as a final step.

Note

The approval procedure may be different depending on the plug-in currently used. For
details regarding the approval procedure, refer to the corresponding Rotor-Gene
AssayManager v1.0 plug-in user manual.

¥ Resulis
Standards / controls s
Pos |7 Style | Sample ID Status | Type |Targets ct Result Flags Sample comment & [ (=]
1| B === PC_1 PC Test - INVALID MULTIPLE_THRESHO... 0O O
Ic - INVALID MULTIPLE_THRESHO...
Results —| : 3
chle [ 2| B === PC2 PC Test - INVALID MULTIPLE_THRESHO. . QO O
G - INVALID MULTIPLE_THRESHO.
3| B === PC_3 PC Test - INvALID MULTIPLE_THRESHO. _ TOl O
Ic - INVALID MULTIPLE_THRESHO. v
Resulfs Tgble— [ show 1C Assay comment
options
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Assays with at least one undefined test sample get the status "Partially released". If all test
samples of an experiment have been released, the experiment status is set to "Fully
released". The experiment is transferred to the "Archive" environment. Future access to the
data of the experiment is possible from the "Archive" environment.

Results table

Test sample
| Experiment status
| Partially released

if (ot Ieu_sll one test

! . sample is "Undefined”
A:ceHai Reject Undefined P
result result
Experiment status
Fully released
if all test samples
Release sample are approved

| |

Released Experiment transferred
to Archive environment

The results table contains the following columns:

Column

Row selector

k

Explanation

The row selector enables the user to select and deselect samples in
the results table and to approve the status of multiple test samples
simultaneously.

Selecting single assays is simply done by activating the check box (L)
of the corresponding sample. Use the row selector to select multiple
samples.

Clicking the row selector highlights the current row. The row selector
icon changes. The highlighted row will be colored in dark blue.

G ]

Deactivated Activated
row selector row selector
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To highlight adjacent rows, click the first element's row selector, hold
down the left mouse button, and move the cursor to 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/deselect the

highlighted sample experiment:

Copy Cirl+C

Show curves
Hide curves
Invert zelection

Accept
Reject
Reset to undefined

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

"Hide curves" Hides the curves of the selected samples in the

amplification plot
"Invert selection" Inverts the row selection

"Accept" Sets the approval status of the selected
samples to "Accept"

"Reject" Sets the approval status of the selected
samples to "Reject"

"Reset to Resets the approval status of the selected
undefined" samples to "Undefined". This is only possible if
the sample result is not released yet.

"Cancel" Closes the context menu

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-165



Graph
selector

check box

Line color
Line style
Sample ID

Status

Target

[0 The graph selector check box is used to show or hide the

amplification curve of the selected sample.

O Hide the amplification curve of the sample

b Show the amplification curve of the sample

The column select icon in the table header changes according to the
number of selected samples.

v RHesults

=l Style

Column select icon

O No sample selected
= Samples selected sporadically

b4 All samples selected

Click the column select icon to easily select or deselect all samples.
Line color of the amplification curve used for the sample

Line style of the PCR amplification curve used for the sample
Sample ID of the sample (as defined during work list setup)
Upstream status of the sample.

Possible values are:

v  QIAsymphony sample status valid

QIAsymphony sample status unclear

Il  QIAsymphony sample status invalid

Display all targets relating to the sample. The sample row is split,
and every target is displayed in a separate row.
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¢

Results

Flags

Sample comment

Approval status

Calculated C; value for the target

Rotor-Gene AssayManager v1.0 sample evaluation result. Possible
results are:

= Concentration value including a concentration unit
= Signal detected

= No signal

* Invalid

Exceptions identified by Rotor-Gene AssayManager v1.0 analysis.
Possible flags are listed in the corresponding Rotor-Gene
AssayManager v1.0 plug-in user manual.

For every sample a comment can be entered. Maximum 256
characters are allowed. Comments already entered during work list
setup are shown.

The last 3 columns are reserved for the approval buttons. Here the
approval status of the test samples has to be defined using three
radio buttons.

Note: The approval procedure may be different depending on the
plug-in currently used. For details regarding the approval procedure,
refer to the corresponding Rotor-Gene AssayManager v1.0 plug-in
user manual.

Initially, the approval status of all test samples is set to "undefined".
This means that the undefined radio button is activated and the
background color of all 3 approval buttons is set to yellow.

When the result of a test sample is set to "Accepted" by clicking the
"Accept" button, the background changes to green and the
background color of the 2 other buttons changes to blue.

When the result of a test sample is set to "Rejected" by clicking the
"Reject" button, the background changes to red and the background
color of the 2 other buttons is set to blue.
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Results table options
Note

|
5° R

Accept result Reject result

Reject button

Accept button — & ® T — Undefined button

O 0 ®

|

The results table options differ from plug-in to plug-in. Refer to the relevant plug-in

manual for details.

Button bar

Title/label

Reset

Explanation

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, etc., 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 to release test results and optionally create a
report using a report profile selected from the "Report profile"
drop-down menu.

The status of the assay is set to:
= "Fully released" if all test samples were released and no test
sample has the status "Undefined".
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= "Partially released" if af least one test sample is approved and
released while at least one test sample still is not yet released.

The *.pdf report file is saved in the folder defined in the ¥
"Configuration" environment, under

Settings 4 Local Settings 4 Folders for exporting 4 Report folder.

File Help
» ¥ B AT e
Approy

Setup

val Archive Service Conhiguration

User Management anagemel Archive

Local Settings
Default data export directories
Report folder
— [
] Export results to LIMS

Browse
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1.5.54 Archive Environment

The "Archive" environment is used to search for released assays and to generate experiment
reports using predefined report profiles. 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
Atfter finishing, an assay can have one of the following statuses:

» Unreleased No sample has been released yet.
* Partially released At least one, but not all test samples have been released.
= Fully released All test samples have been released.

Unreleased experiments can be accessed in the "Approval" environment; fully released
experiments in the "Archive" environment. Partially released experiments can be accessed in

both environments.

Approval Archive
environment environment

Fully

Partially 0|

released

The main tasks (searching and reporting data) are carried out in 2 different screens:
P Filter options and assay selection screen
P Showing assays screen
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1.5.5.4.1 Filter Screen

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 P "Approval" environment. The only
differences are:

= Only experiments with either status "partially released" (IN) or "fully released" (IE¥) are
shown.
* The "Show assays" button (@) is shown instead of the "Start approval" button.

~iix]
B I e

File Help

Archive Se Configuration

Filter options Assay selection
Start date End date [] | Experiment Assay #samples  Operator Run date Status
|’IE.D3.2CI12 |13.D4.2l]12 13 D SYBR_20120417_0953 Rotor-Gene SYBR Green... 48 | John Doe 17.04.2012 09:53:29 '
[[] Use advanced fiiter options +| [0 | SYBR_20120417_1007 Rotor-Gene SYBR Green 43 John Doe 17.04 2012 10:07-11 v
+| [ | @F Pat_20120417_1009 ‘QuantiFast Pathogen PCR... 66 John Doe 17.04.2012 10:08:08 EI
13 D SYBR_20120417_1017 Rotor-Gene SYBR Green... 48| John Doe 17.04.201210:47:12 '
v | [0 | @F Pat_20120417_1017 ‘QuantiFast Pathogen PCR___ 66 | John Doe 17.04 2012 101727 W
+| [0 | @F Pat_20120417_1018 ‘QuantiFast Pathogen PCR___ 66 | John Doe 17.04 2012 10:19:55 [vg
3 D SYBR_20120417_1020 Rotor-Gene SYEBR Green... 48 | John Doe 17.04.2012 10:20:08 '
v |[J | QF Pat_20120417_1022 ‘QuantiFast Pathogen PCR... 66 | John Doe 17.04.2012 10:22:48 u
»| [0 | SYBR_20120417_1023 Rotor-Gene SYBR Green__ 48| John Doe 17.04 2012 10:23:08 u
3 D QF Pat_20120417_1029 QuantiFast Pathogen PCR... 66 | John Doe 17.04.2012 10:29:13 EI
+|[J | SYBR_20120417_1029 Rotor-Gene SYBR Green... 48 | John Doe 17.04.2012 10:29:27 '
v | [0 | @F Pat_20120418_1029 ‘QuantiFast Pathogen PCR___ 66 | John Doe 17.04 2012 10:29:53 '
+| [ | @F Pat_20120417_1032 ‘QuantiFast Pathogen PCR... 66 John Doe 17.04.20M2 10:32:52 [¥
13 D QF Pat_20120417_1038 QuantiFast Pathogen PCR... 66 | John Doe 17.04.2012 10:38:20 '

App Show Assays

Filter options area

Assay selection area

For details about the functionality of the Filter screen, see P "Approval' environment.
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1.5.5.4.2

Show Assays Screen

The Show Assays screen of the "Archive" environment is used for the following tasks:

= Check experiment data of partially or fully released experiments
» Create a support package to facilitate support in case of problems
= Print reports as *.pdf file using report profiles

The layout of this screen is very similar to the "Approval" screen in the # "Approval"
environment. Some functions are disabled here, for example the approval buttons in the
results table as well as the assay comment field. Released assays cannot be modified.

Tab Iisf{—

Plots and
Information—
area

Results area —|

Button bur{

Rotor-Gene AssayManager
File Help

W BER 1T

Approval | Archive

Service

Configuration

= & & @

Cycler 1 Cycler 2 Cycler3 Cycler4

SYBR_20120417_1020
Rotor-Gene SYBR Green__

¥/ Plots and information

Rew data Processed data | Standard curve

Experiment ‘ Assay ‘ Audit Trail

Run comment Run operator

su

Run released by

External order ID Messages

Work list locked
Manual No

Work list source

Experiment name Reaction volume Rotor type Created from worklist
SYBR_20120417_1020 25 72-Well Rator WL_20120417_0800_su
Run start End of run Run on SW version Cycler Serial No_ Work list last changed by Work list created on ‘Work list last changed on
17.04.20121020:09 | | 17.04.2012 10:21:57 0862 0409102 su 17.04.2012 D2.00:43 17.04.2012 DI:00:43
¥) Results
Standards | controls A
Pos_ | Style | Sample ID Status |Type | Targets ct Result Flags. Sampl2 comment ® [ [¢]
v 1|5 | M| == Standard 1_1 as Standards - INVALID MO_CT_DETECTED,.. ﬂ
v 2| | M| =——/standard 1_2 as Standards - INVALID MO_CT_DETECTED,... ﬂ
v 3| || =—standard 1_3 as Standards - INVALID MO_CT_DETECTED,... ﬂ
v 4 B M| — |Standard 1_4 as Standards. ~| INVALID NO_CT_DETECTED, .. E
v 5| || — |Standard2_1 as Standards. | INVALID NO_CT_DETECTED, .. E
RS =) p— e A | Standams nzanin NA AT mETEATER [ = | v
Eluste Default unit Show IC Assay comment

Creats support package...

@ User Defined Test Mode
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Label/Title Description

"Create Rotor-Gene AssayManager v1.0 has a built-in support function.
support In case problems with a specific experiment occur a support
package..." package can be generated. This file can be sent via email to

QIAGEN Technical Services.
The name of the generated support package has the format:
<Experiment name>_<Assay name>_<Timestamp>.zip

Upon clicking "Create support package..." (IN), the support
package will be generated. A save file dialog is opened to select
the target directory for the support package.

The default directory for saving the support package file is set in
the "Configuration" environment under the P "Settings" tab in the
support packages option.

Rotor-Gene AssayManager

File Help

»w ¥ B ITl e W

Setup Approval Archive Service Configuration Development

Setfings User Management Cycler Management Archive Management Assay Profiles

BA Import LIMS work lists
Exported experiments
Report profiles
Support packages
(B | "Export *.rex  Exports raw data of all assays from an experiment to a *.rex file.
file..." This button is only enabled if all assays of the experiment are

completely released.

"Report Creates a report of the experiment as *.pdf file. The report is
data..." generated using the report profile selected from the "Report
Profile" menu.
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CD Report Data

Report Profile
—_— [ Amplification plots only ¥ l
e A
] "Close" Closes the "Show Assays" screen and returns to the Filter screen of

the "Archive" environment.

1.5.5.5 Service Environment

The "Service" environment contains the "Audit Trail" 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 v1.0 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

= User

= Session

* Profile

= Settings

= Cycler

= 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:

= "Filter" area
= "Results" table
= "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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File Help

Rotor-Gene AssayManager
EN R

=lolxl

Archive | Service | Configuration
Audit Trail
Filter Messages
) ) The messages are shown in the
Date & time User Experiment (D) systemlanguage. IFthe language file
wss not found, the messages will be

Date from Time from ® Allusers @A shown in English_(670022)
18042012 [ [ oo:0o0 O This user O specite

Date to Time to O Specific
15042012 [ | 235959

Filter area —
Context Computer Signed actions Message ID
Instalati a
el n=takation ©) This somputer @ Al actions @Al
U

bCeeg @® All computers O signed only O specific

=

S =

Language (@ System Isnguage () English [ Reset filter settings | _

Results
Context Date & Time User Experiment Message ID Text Signed
Results table —|

@ User Defined Test Mode

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.

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-175



Filter area

Filter

Date & time E User Experiment
Date from Time from @ All users User ID @ Al Experiment name
|03.D4.2012 | DALY | O This user | O Specific
Date to Time to ) Specific

[03.04.2012 | 235858 |

E’ Context E Computer ﬂ Signed actions Messzage ID
~ i "
Installation e (O This computer (@) All actions @ Al ID
=
Y= (®) &l computers © signed only Q) Specific I:l
[l Session =
H; {m
Explanation

E Filter for date and 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.

Filter for a user name

To Do this
Filter for all users Activate "All users".

Filter for the current user  Activate "This user".

. o Activate "Specific" and enter a user ID in the "User
Filter for a specific user D" fiold

Filter for an experiment name

To Do this

Filter for all experiments  Activate "All".
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To Do this

Filter for a specific Activate "Specific' and enter an experiment name
experiment in the "Experiment name" field.

m Filter for a specific context

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.

Installation
[l User

[#] Session
Praofile

[ Settings
[ Cycler

[l workiist
[#] Experiment

E Filter for a computer
If Rotor-Gene AssayManager v1.0 is installed in a network on multiple
computers, this setting allows to filter for a specific computer name. In a single
computer installation environment, this setting is less useful.

To Do this

Filter for the computer in

Activate "This computer".
use

Filter for all computers Activate "All computers'.

E Filter for signed actions
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 P Signing release of a run option, ¥ Signing release of test results
option. This filter option is used to filter for signed actions only.

To Do this

Filter for all actions Activate "All actions".
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To

Filter for signed actions
only

Filter for messages

To
Filter for all messages

Filter for a specific
message

m Select a language.

Do this

Activate "Signed only".

Do this
Activate "All".

Activate "Specific" and enter a message ID in the
"Message ID" field.

“ Reset the "Filter" settings to the default values.

The default values and selection of control are as follows:

"Date & time"

"User"
"Computer"
"Signed actions"
"Message ID"
"Experiment”

"Context"

Date from: Date to:
Current date Current date

Time from: 00:00:00 Time to: 23:59:59
All users activated

All activated

All actions activated

All activated

All activated

All check boxes are selected.

Apply the selected filter criteria. All entries in the audit trail matching the filter
criteria are listed in the results table.

Results table
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The results table lists all entries in the audit trail matching the filter criteria.

Results

Context
Session

Experiment
Experiment
Experiment

Experiment

Date & Time User Experiment
18.04.2012 08:00:02 John Dee (su)

18.04.2012 09:11:31 John Doe (su) QF Pat_20120417_...
18.04.2012 09:11:31 | John Doe (su) QF Pat_20120417_...
18.04.2012 09:11:31 John Doe (su) QF Pat_20120417_...
18.04 2012 09:11:31 | John Doe (su) QF Pat_20120417_

Message ID
1030012
540015

540015

540015

540015

Text

su logged in successfully in User Defined Test mode.

Approval: Experiment QF Pat_20120417_1019 assay QuanfiFast Pathogen PCR
+IC sample 1 in tube position 4 state =2t from Undefined to Accepted

Approval: Experiment QF Pat_20120417_1019 assay QuantiFast Pathogen PCR
+IC sample 10 in tube position 13 state set from Undefined fo Accepted.
Approval: Experiment QF Pat_20120417_1019 assay QuanfiFast Pathogen PCR
+IC sample 11 in tube position 14 state set from Undefined to Accepted.
Approval: Experiment QF Pat_20120417_1019 assay QuantiFast Pathogen PCR
+IC sample 12 in tube position 15 state set from Undefined fo Accepted.

[~PAAEFOE—|

Signed

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
IICTRLII + IICII.

Column Description

"Context"

Installation
= User

= Session
Profile
Settings
Cycler
Work list

= Experiment

"Date & Time" Date and time

"User"
"Experiment”
"Message ID"
"Text"

"Signed"

Context of the entry. Possible values are:

Name of the user logged in the audit trail

ID of the message

Name of the experiment logged in the audit trail

Text of the audit trail message

Indication if the audit trail entry is signed or not

s
@

v
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"Print to PDF" button

Print the audit trail messages to a *.pdf file.

Tasks related to the "Service" environment
» Working with audit trails

1.5.5.6 Configuration Environment

In the "Configuration" environment, the settings of Rotor-Gene AssayManager v1.0 can be
adjusted. 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 é different tabs.

Rotor-Gene AszayManager

File Help

»w w B OIT & W

Setup Approval Archive Service Configuration Development

Settings User Management Cycler Management Archive Management Assay Profiles Repaort Profiles

Cenfiguration environment is organized in six tabs

The following table shows the tabs and their assigned tasks.

Tab Assigned tasks

b "Settings" = Define global settings
* Define local settings

b "User Management" = Add user
= Edit user data
* Modify user roles
» Change password
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Activate/deactivate user

b "Cycler Management" = Set up new cyclers
= Remove cyclers
» Enter next verification date

P "Archive Management" » Activate/deactivate archives

P "Assay Profiles" = Activate/deactivate assay profiles
* Import assay profiles

P "Report Profiles" = Create or adapt report profiles
* Import report profiles
= Export report profiles
» Delete report profiles
» Select content sections

Tasks related to the "Configuration" environment
F Administrative tasks

1.5.5.6.1 Settings

The "Settings" tab is divided in 2 sections:

» "Global Settings": Global settings are stored in the database. They are "global" for all
clients connected to the database.
» "Local Settings": Local settings are only applied to the currently used computer.
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Rotor-Gene AssayManager
Filz Help

Configuration

| Global Settings .
Global
Settings —|
Local Local Settings
Seftings — |
- v
Note

Thematically associated settings are bundled in group boxes. Every group box has a title.

Title —  Finish run

[[] Run has to be released before stariing approval Group box ‘hara
[ "Finish run)'
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Global settings

Miscellaneous settings are defined in the global settings. These are bundled in 7 group

boxes.

Global Settings
Experiment A

EWork list

(O Use work list nams
(®) Select pattern

Format of generated experiment names
AS1_AS2_AS3 20110513_0430

User-definable section

E Assay profile short names
[ Date
[ Time

[ Operator

Format of generated work list names

WL_20110513_0430_Operator
User: section

[wL

[ Date
B Time

[l Operator

D Enable precessing of unclear samples

[ Enable checksum for LIMS import

Closed mode UDT mode
] Material number requirsd [] Material number required
[]'/alid expiry dste required [ alid expiration date required

[ Lot number required [ Lot number required

Finizh run E

EAna lysis | Approval

D Run has to be released before starting approval

[ Release of run has to be signed

D Enable possibility to ignore invalid controls {(UDT mode)

[] Release of test results has to be signed

Repaorting

Cycler verification management

Page header image

No Image Configured

Report concluding image

No Image Configured

N XN

‘ [] Disable unverified cyclers

User management

Password renewal interval
[0 Joos
E Use CLIA compliant password rules

Auto-lock timer

minutes

TEmBON O N>

Group box "Reporting"

Group box "Work list"

Group box "Experiment"

Group box "Finish run"

Group box "Analysis/Approval"

Group box "Cycler verification management"
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Group box "User management"

Group box "Experiment"

The settings 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 (lill) or let Rotor-Gene
AssayManager v1.0 automatically generate a default name by clicking "Default name" (F3).
This default name can be configured in the "Experiment" group box.

Rotor-Gene AssayManager

Fil= Help

»

Setup Approval

Summary

Experiment name

Default name 2

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022 1-184



Experiment

() Use work list name
(&) Select pattern

Format of generated experiment names
AST_AS2 AS3 20110513_0430

AR

User-definable section

E Asszay profile short names

[l Date
el Time

[ Operator

!

Explanation

A-1 Activate "Use work list name" to use the same name as given to the work list
that is applied.

Activate "Select pattern” to define a specific naming scheme.
A-3 Display the current work list name definition. This field is empty if "Use work

list name" is selected. If "Select pattern" is selected, the resulting experiment
name is shown.

Example:

(®) Use work list name (O Use work list nams

() Select pattern (#) Select pattern

Format of generated experiment names
QIAGEN_20120217_D836
The experiment name is set to be the The resulting experiment name is
same as the work list name, hence the  displayed.
field is empty.
A-4 The scheme for the default name consists of 5 options:

» "User-definable section"
» "Assay profile short names"
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n IID01eII
= "Time"
» "Operator"

Activating the check box in front of the last 4 options includes these
information in the experiment name. The options are separated by a "
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
defined, the resulting experiment name will always start with this section.

Rotor-Gene AssayManager v1.0 is delivered with the following default
settings:

Format of generated experiment names

Exp_AS1_AS2_AS3 20120327_1359

User-definable section

Exp

Assay profile short names
Date
[#] Time

] Operator

The text in the field "Format of generated experiment names", here

Exp AS1_AS2 AS3 20120327 1359, results from the input in the "User-
definable section" Exp, the "Assay profile short names" AST_AS2 AS3, the
current date 20120327, and the current time 1359.

Group box "Finish run"

Option to set
= |f a user must release a run before the approval can be started.
* |f a user must sign the run release by entering the password.

Finigh run

m—n Run has to be released before starting approwval

Explanation

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-186



(B-1| If 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. As long as an experiment is not released this way, it will not be
listed in the "Approval" environment and cannot be approved.

@ Finish run

Paosition MName Run status

. Cycler 1 Fun Successiul

Experiment name

QF Pat_20120425_1343

Errors during run

Comment

| Release Release and go to approva Iw

., I

I
User must release experiment

[ B-2 This option is available only if was activated before.

If this option is activated, the "Release" and "Release and go to approval"
buttons are disabled after the run has finished. The user must sign the release
by entering his password in the "Password" field. Only 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.
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Paosition Name Run status

[ | Cycler 1 Run Successful

Experiment name

QF Pat_20120425_1334

Errors during run

Comment

Password

| |-i—

| Release Release and go to approval |

L || A

Buttons disabled initially; they are enabled
after user has signed with a valid password.

Password field

Group box "Reporting"
The "Reporting" group box is used to customize the layout of reports using images. Rotor-
Gene AssayManager v1.0 provides 2 different options:

* Image in the header of every report page
* Image at the last page of the report
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The following graphic illustrates these options:

N
QIAGEN essce
QIAGEN
QIAGEN

[ TTTTTTTITTTT

TTTTTTTTTTTI

The images must have one of the following formats:
" *bmp

" *lpg

" *.png

Reporting

Page header image

C-1 Mo image configured

Report concluding image

C-4 No image configured
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Explanation

C-1 Displays a preview of the selected header image. If no image is selected, the
message "No image configured" is shown.

C-2 Use to select a header image. The size of the header image must not exceed
1900 x 300 pixels.

Step-by-step procedure to select a header image
1. Click the pencil icon ( ).
The file dialog opens.
2. Navigate to the directory with the image file and select it.
3. Click "OK".

The selected image is loaded and displayed in . All generated reports
will contain the selected image in its header.

Note

Select the appropriate image type in the file open dialog using the "File type"
drop-down menu.

File type
* bmp Y
* bmp
*Jpag
*.png

C-3 Remove a previously selected header image. After confirming a warning, the
image preview will be removed from field . The text "No image
configured" is displayed.

C-4 Displays a preview of the selected finishing image. If no image is selected, the
message "No image configured" is shown.

C-5 Use to select a finishing image.

Used to select a finishing image. The size of the finishing image must not
exceed 1900 x 828 pixels.

Step-by-step procedure to select a finishing image
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1. Click the pencil icon ( ).

The file dialog opens.
2. Navigate to the directory with the image file and select it.
3. Click "OK".

The selected image is loaded and displayed in ( ). All generated
reports will contain the selected image on its last page.

Note

Select the appropriate image type in the file open dialog using the "File type"
drop-down menu.

File type
* bmp ¥
* bmp
*jog
*.png

C-6 Remove a previously selected finishing image. After confirming a warning, the
image preview will be removed from field . The text "No image
configured" is displayed.

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.
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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 proceszing of unclear samples
% [#] Enable checksum for LIMS import
Closed mode UDT mode
] material number requirad [[] Material number required
['E_ [ valid expiry dste required [ 'valid expiry date required m

[ Lot number requirsd [ Let number required

Explanation

Displays the current default work list name definition, as it results from the
selected options in

When the user manually creates a new work list in the "Setup" environment, a
work list name must be entered in the "Properties" step. The user can either
enter an arbitrary name in the "Work list name" field () or let the Rotor-
Gene AssayManager v1.0 automatically generate a default name by clicking

the "Default name" () button.
Filze Help

L

Archive Service Configuration

Create

Assays Properties

ca Wiork list name
Pro ies > Default name 2

The scheme for the default name can consist of up to 4 options:
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= "User-definable section"
= 'Date’

= "Time"

» "Operator"

Activating the check box in front of the last 3 options includes these
information in the work list name. The options are separated by a " "
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
defined, the resulting work list name will always start with this section.

Rotor-Gene AssayManager v1.0 is delivered with the following default
settings:

Format of generated work list names
WL_20120327_1319

User-definable section

WL

[l Date
[l 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 13179.

[ D-3 | If this check box is activated, samples flagged as "unclear" during sample
preparation or assay setup by QlAsymphony will be handled as valid. An
"UNCLEAR" flag is assigned to the valid sample result as a warning.

If the check box is not activated, unclear samples will be handled as "invalid"
samples and no usable results are assigned by Rotor-Gene AssayManager
v1.0 after the run is finished. Affected samples will get an "INVALID" flag as
result.

Note

The QlAsymphony sample flag "unclear" implies that there was a problem
during sample preparation or assay setup (e.g., cooling temperature was
not reached or the run was paused). Enabling the processing of unclear
samples may cause doubtful sample results.

[ D-4 If activated, the checksum algorithm is applied for work list import from a
LIMS. If not activated, Rotor-Gene AssayManager v1.0 does not verify the
checksum of a work list to be imported from a LIMS.
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The options in and 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.

If the check boxes in front of the options in the work list group box are
activated, the associated entries are mandatory during work list setup. If the
check boxes are not activated, the associated entries are optional.

Selected assay profiles

Assay profile name Short name |Vers... #contr... |# samples Material n... | Kit expiry... Lot number |5Scan

‘

Rl

Rotor-Gene SYBR Gr... SYBR 3.0.0 24

hl hl
[] Material number required 4| \
[[] valid expiry daste required

[ Lot number required

These options can be set independently for work list setup in Closed Mode
(options in ) and UDT Mode (options in ).

Group box "Analysis/approval”

These settings influence the "Approval" environment.

Analysis | Approval

m D Enable possibility to ignore invalid controls (UDT mode)
- elease of test results has £ signe
E-2 Rel f test results has to be signed

Explanation

[E-1 By checking the check box "Enable possibility to ignore invalid controls (UDT
Mode)", the "Ignore invalid controls" check box in the "Approval" environment
of the UDT Mode (which is deactivated by default) can be activated.

The "lgnore invalid controls" check box has the following functionality:
* [f an assay in UDT Mode is invalid, it can be manually set to be valid by

checking the "Ignore invalid controls" check box. Using this functionality,
individual external controls that were evaluated as invalid by Rotor-Gene
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AssayManager v1.0 are excluded from the analysis. The test sample results
are set to valid. Invalid quantitation standards will be excluded from standard
curve calculation.

= |f the "Ignore invalid controls" check box is used for assay approval, this will
be mentioned on the result report.

E-2 | If the check box is activated, the release of test results in the "Approval"
environment has to be signed with the approver's password.

The following table illustrates this behavior by comparing the

deactivated/activated check box and the resulting dialog in the release step of
the "Approval" environment.

|:| User must sign release of approved test results E User must sign release of approved test results

@ Release / Report Data @ Release / Report Data

[¥] Create Report [ Create Report
Repaort Profile Repaort Profile
[ Complete Report Content ¥ ] [ Complete Report Content v l
Password
< Password
field
Messages Messages
The cnce released data can't be reset. Enter your password to sign your
(550197) approval electronically. (550201)
® The once released data can't be reset.
(550197

User releases test samples simply by The approver's password must be entered

clicking "OK". before test samples are released. The
"OK" button is disabled by default and will
be activated once the correct password is
entered.

Group box "Cycler verification management"

Cycler verification management

Iﬁ [[] Dizable unverified cyclers
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Explanation

I&B Rotor-Gene AssayManager v1.0 continuously checks the status of connected

cyclers concerning verification.

The option
automatically disabled or not.

Activated

Cycler verification management

[ Disable unverified cyclers

determines if cyclers with a verification status past due are

If the verification of a cycler has 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 cycler
management tab P "Edit cycler" dialog.

L [16.06.2012 =] 59

Deactivated

Cycler verification management

[ Disable unverified cyclers

Group box "User management"

Position

Name Serial number

Cycler 1 0112101

Optical configuration

Bplex

Next verification Days until next verification

ion comment

RS a—

If the check box is deactivated, cyclers can be
used for experiments even if the verification has
expired.

The settings in this group box influence the password renewal interval, password rules, and

the auto-lock timer.
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User management

Password renewal interval

30 |days
E Use CLIA compliant pazsword rules

Auto-lock timer

30 |minutes

Explanation

(€Dl 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 0, the password never expires.
G-2 If 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 deactivated Password must have ot least 8 and no more than 40
characters.

(€20 If there is no user interaction, the application will be locked automatically after
the time defined here. The value must be in the range of 0-60 minutes.

Note: If the value is set to 0, the auto-lock is deactivated and the application will
never be locked automatically.
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Local settings

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 and selecting the specific export/source directory.

Local Settings

Default data export directories
Report folder

CA Erowse

Export

I?Emﬁln resullts' to LIMS directories
| . | | Browse |
Default data source directories
Assay profiles for assay development e

CA Erowse
Assay profiles for import

CA Browse
Assay profiles for export
Rotor-Gene experiment template files {.ret)
Rotor-Gene quantitation template files {.qut)
E Import Rotor-Gene AssayManager work lists

CA Browse

Source

] Import QlAsymphony work lists T directories
| . | | Browse |
[l Impart LIMS work lists
Exported experiments

CA Browse
Report profiles

CA Erowse
Support packages

CA Browse
Rotor-Gene experiments (.rex) for assay profile testing

CA Browse
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Explanation

Target directory where reports generated in the "Approval" or "Archive"
environment are saved.

I3 Torget directory where export data for a LIMS are saved. Initially, this option is
disabled. To enable this option, the 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.

Source directory for assay profiles for development in UDT mode.

oo

Source directory for assay profiles to be imported into the Rotor-Gene
AssayManager v1.0 database via the "Assay Profiles" tab in the "Configuration"
environment.

Source directory for Rotor-Gene experiment template files (*.ret) used in the
"Development" environment of the UDT mode.

Source directory for Rotor-Gene quantitation template files (*.qut) used in the
"Development" environment of the UDT mode.

E Import Rotor-Gene AssayManager work lists N Ro’ror-Gene Assqucmqger V] .O can
import work lists from other Rotor-Gene
[ import QIAsymphony work lists AssayManager v1.0 installations,

QIAsymphony, and LIMS. The user can
select which of these 3 import options
shall be available by activating the check
_|  boxes . | |
The import type menu in the "Setup"
environment will be populated with the
selected import options accordingly.

Import Type: [ Rotor-Gene Assz ¥ ] .

QUIAlINKILIMS
QlAsymphony
Rolor-Gene AssayManager

Destination for *.rex-files exported from the "Archive" environment.

=EHE B &

[l import LIMS work lists

(K | Directory for importing and exporting report profiles
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Destination for support packages created from the "Approval" or "Archive"
environment.

Source directory for Rotor-Gene experiments (*rex-files) to be tested in the
"Development" environment of the UDT mode.

Tasks related to the "Seftings" environment
» Managing cyclers

» Managing report profiles

b Creating/editing a work list

¥ Finishing and releasing a run

* Managing users

1.5.5.6.2 User Management

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 ¥
Concepts - user management.

The "User Management" tab consists of 2 parts:
= "Registered users" table
= Button bar

(=) (=) (=)
Cycler 1 Cycler 2 Cycler 3
Registered users
userd <[First name Last name Rotes L
v = John Doe. SuperUser

Registered
[ users table
Check box |- o L Bution Bor
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"Registered users" table
The "Registered users" table lists all user profiles already configured in Rotor-Gene

AssayManager v1.0. 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.
Registered users
User IDv
Activated
user —®  adoe
~ | aduerer
Deactivated
user > ] |bdoe
+* |cdoe
[ |ddoe

4 | First name

Andy
Albrecht
Bob
Cindy

Dean

Last name

Doe

Criirer

Doe

Doe

Doe

Roles

Operator
Operator
Operator
Approver

AssayDeveloper

NNNEN

Edit user
button
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Column

User status

"User ID"
"First name"

"Last name"

"Roles"

"Edit user" button

Explanation

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.

v 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 activated users profiles 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, Operator
Users with multiple roles

AssayDeveloper, Operator

Operator

User with single role

The "Edit user" button opens the "Edit User" dialog where properties
and settings can be modified for a user.
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First name Roles J—

'\ | Jomn ] Administrator
[ Approver
Last name D
AssayDeveloper
5] | Doe
[ Operator

[l Superidser ———@

Password

Confirm password —

E v Activate user

;:
W
a

T
=

Label/Title ~ Description

"First name" Maximum 50 characters

field
"Last name" Maximum 50 characters
field
"User ID" ID must be unique and may not exceed a
field maximum of 40 characters.
User IDs containing the words QIAGEN,
Service, and User are not allowed.
"Password"  Sets a new password for the user
fields

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
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"Activate
user" check
box

"Messages"
box

"Roles"
selection list

"OK" button

"Cancel"
button

numerical characters, and 2 special
characters.

The password must be re-entered exactly in
the "Confirm password" field.

Activates or deactivates a user profile by
clicking this check box

[ Activate user User profile is activated.

[] Activate user User profile is
deactivated.

Displays information, warnings, and errors.

Assigns roles to a user profile. Activate the
check box 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.

Confirms the current settings, closes the
dialog, and goes back to the "User
Management" tab.

Cancels the current settings, closes the dialog,
and goes back to the "User Management"
tab.
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Button bar

| Refresh list |m
B

Label/Title Description

"Refresh list"  This button is always enabled.
Updates the "Registered users" table by retrieving the list of users
from the internal database.

(B | "New user..."  This button is always enabled.
Creates a new user profile. The following "Add user" dialog is
opened:
@ Add user
First name Roles
| | [ Administrater
[ Approver
Last name
| | [ AssayDeveloper
[ operator
User ID [ SuperUser
Password

Confirm password

[ Activate user

Messages
s
Enter a valid first name (1-50 characters). (150040 o
Enter & valid last name (1-50 characters). (150041} v

) D

Characteristics upon opening the dialog:

» All fields are initially empty

» The following mandatory fields are colored in yellow:
* "First name"
* "Last name"
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« "User ID"
* "Password
» The b Activate user check box is activated
= No role is selected
= "OK" button is deactivated

All elements in this dialog are equal to the dialog described in the
table above.

Confirm all entries with "OK" to go back to the "User
Management" tab.

= Activated (&) The new user profile is added to the
"Registered users" table and is selected.

= Deactivated (CJ) The new user profile is added to the
internal database but not shown in the
"Registered users" table.

Tasks related to the "User Management" tab
b Creating a user profile

» Changing user profile settings

P Activate/deactivate a user profile
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1.5.5.6.3 Cycler Management

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

* "Edit cycler" button
* "Delete cycler" button

= "Verification comment for selected cycler" area

Rotor-Gene AssayManager

File Help

»

Setup  Approval

Cycler Management

B IT

Archive Service

ot

Configuration

—

Development

Registered cyclers

Position Name Serial number
Registered n Cycler 1 0112101
Cyclers —
ta ble | Cycler 2 0409102
| | Cycler 3 1209103
B Cycler4 1109104

. . Verification comment for selected cycler
Verification
comment —|
area

‘Optical configuration

Splex
Splex
Splex HRM

Splex HRM

Next verification

16.06.2012 [58 day(s)]
18.06.2012 [61 day(s)]
20.06 2012 [63 day(s)]

22.06.2012 [65 day(s)]

Cycler status Actions

oo
ressy
ressy
ressy

Delete cycler
button
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"Registered Cyclers" table

The "Registered Cyclers" table consists of 4 rows. Every row represents one 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.

Registered cyclers

Position Name

| |
| Cyeler 2
| |

B | Cycler 4

Column

"Position"

"Name"

"Serial number"

Serial number Optical configuration Next verification Cycler status Actions

0409102 Splex 18.06.2012 [51 day(s)] Resdy

1109104 Splex HRM 22.06.2012 [65 day(s)] Ready
Explanation

A graphical illustration represents the configurable cyclers. The
current cycler position is indicated by a black square.

Example:

(=) (=)

Cycler 2 Cycler 4

Position 1 = J

Position 2 [

Position 3 [ ]

Position 4 (]

In the illustration above, the first and third cycler positions are not
registered. Their icons are inactive.

Name of a registered cycler.

Characteristics

= Must not be empty

* Must have 1-8 characters

* Must be unique within a Rotor-Gene AssayManager v1.0
installation

Serial number of a registered cycler.
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Characteristics

* Must not be empty

* Must be unique within a Rotor-Gene AssayManager v1.0
installation

* Must match a connected cycler that is switched on

After entering the serial number of a connected cycler, its optical
configuration is automatically checked by the Rotor-Gene
AssayManager v1.0 and displayed in the "Optical configuration" box.
This box remains empty if no cycler with the entered serial number is
connected.

"Optical Optical configuration of a registered cycler.
configuration"

"Next verification" Next temperature verification date and remaining days until that
date.

Characteristics

* This field can be empty.

= |f it is set to empty, the “Verification comment” text box is disabled
and its content is cleared.

* |f the date is expired, the "Verification comment" text box is

disabled.

* |f a date is set, the date must be in the future.

"Cycler status" Shows the current status of a registered cycler. Possible values are:

Offline Cycler is not connected or connected but
not switched on.

Ready Cycler is ready.

Needs verification Verification has expired.

Loaded The cycler is loaded and ready to be run.
Running Cycler is currently running.

Run stopped User has stopped a run while the cycler

was running.
Run complete Run has finished successfully.

Run failed Error occurred during the run.
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Run stopped, cycler Cycler was disconnected when it had the
disconnected status "Run stopped".

Run complete, cycler  Cycler was disconnected when it had the

disconnected status "Run complete".

Run failed, cycler Cycler was disconnected during a run or

disconnected when it had the status "Run failed".
"Actions" The actions column contains 2 buttons for:

= Editing the cycler's properties
* Removing a cycler

Actions

— Disabled for
a nonregistered cyler
7] x

dit cycler? T emaove cycler

E R
butten buttan

"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
finally:

@ This cycler will be deleted.

Position MName Serial num ber
B Cycler 3 1209103
L "
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"Edit cycler" button
If the "Edit cycler" button is clicked, the "Edit cycler" dialog will be
displayed.

Position
A ]

Name Serial number

2] | Cycler4 1109104

Optical configuration

D] | Splex HRM
Next verification Days until next verification
22.06.2012 65

Verification comment

Traveling iz murder of prejudices.

=S 5

Explanation

>

A graphical illustration representing the up to 4
configurable cyclers. The current cycler position is indicated
by a black square.

Name of the cycler. The field can be edited.
Serial number of the cycler. The field can be edited.

Optical configuration of the cycler. The field cannot be
edited; it is read-only.

Next verification date. The date can either be entered
manually or using the date picker (E).

E @ OBF G

Displays the number of remaining days until the verification
date. The field cannot be edited.

o)

Text field to enter an optional verification comment.
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Tasks related to the "Cycler Management" tab
P Adding a cycler

P Editing cycler settings

» Removing a cycler

1.5.5.6.4 Archive Management

In the "Archive Management" tab, it can be defined which archives are browsed for
experiment data during assay selection in the "Archive" environment.

Background information

After finishing a run, 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.
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Rotor-Gene AssayManager

File Help

Dev

Filter options Assay selection
Start date End dato [El||Experiment -
[26.03.2012 [26.042012 | O | oF Pat_20120417_1009
D Use advanced filter options [ D QF Pat_20120417_1017

v | 0 | @F Pat_20120417_1019

v | 0 | @F Pat_20120417_1022

i User Defined Test Mode

¥ " Rotor-Gene AssayManager

3 File Help
Only archives
., activated
in the Archive
management
are used to
search for
assays
Archive management
[T Mamec o | Time period
E Archive Mo.001 rom 19.04.2008 - 19:30f0 31.12.2008 -19:17
Archive No.002 ‘rom 01.01.2009 - 18:30 o 01.06.2009 -20:17
E Archive No.003 ‘rom 01.06.2009 - 20:17 t0 31.12.2009 - 17:12
D Archive No.004 fom 01.01.2010 - 12:30 10 27.12.2010 - 20:02
D Archive No.005 from 03.01.2011 - 10:05 t029.12.2011 - 15:34
] | Archive No.uus TOm U1.U1.2012 - UY:U1

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

MName a |Time period

Archive Mo.001 [Frl:lm 19.04.2008 - 19:30 to 31.12.2003 - 19:17

Time period of archive
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* An archive database has a size of 10 GB. If a database is close to its maximum capacity,
the database is marked as "closed" and a new archive database is created automatically.

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.

Tasks related to the "Archive Management" tab

The "Archive Management" tab consists of 2 parts:
= "Archive Management" table
= Button bar

[ # ' Rotor-Gene AssayManager
File Help
» ¥ BT e W
Setup  Approval | Archive | Service  Configuraion  Development
Seftings User Cycler Archive Assay Profiles Report Profiles
Archive Management
Name a | Time period
E Archive No.001 from 19.04 2008 - 19:30 fo 31.12.2008 - 1317
Acéirvcahteg ———E Archive No.002 from 01.01.2009 - 18:30 to 01.06.2009 - 20:17
1V .
[ | Archive No.003 from 01.06.2009 - 20:17 o 31.12.2009 - 17:12 Lls! Of CUrl’er\_ﬂy
existing archive
IEAICNVB No.004 from 01.01.2010 - 12:30 o 27.12.2010 - 20:02 du1a ases
DEOCTIVGted —-‘D Archive No.005 from 03.01.2011 - 10:05 to 29.12.2011 - 15:34
archive
Archive No.006 from 01.01.2012 - 09:01
Check box
— Button bar
! @ Closed Mode
n M ]
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 relating to the archived experiments will not be shown in the
"Service" environment if the dedicated archive database is deactivated.
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Activated () * The corresponding archive database will be
browsed for experiment data when searched
from the "Archive" environment.

» Audit trail messages related to the experiments
stored in the corresponding archive database
can be found in the "Service" environment.

Deactivated () * The corresponding archive database will not
be browsed for experiment data when
searched from the "Archive" environment.

» 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 Creation date of the first audit trail entry in the
database.

End date Creation date of the latest audit trail entry in the
database.
The end date of the active archive is empty.
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Button bar

[ Refresh list ]“
B

Label/Title Description
"Refresh list" Unsaved modifications are discarded.

B | "Save" Saves all modifications.

Tasks related to the "Archive Management" tab
# Managing archives

1.5.5.6.5 Assay Profiles

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 active. All other assay profiles with this name are automatically deactivated.

Example:

The following screenshot shows an example where an assay profile "Rotor-Gene SYBR Green
PCR Demo Kit" exists in two different versions, 3.0.0 and 5.0.0. Only one version can be
active. Version 3.0.0 is deactivated (icon &), and version 5.0.0 is activated (icon +).

[%) | Rotor-Gene SYBR Gresn PCR Demo Kit 3.00 SYBR
" | Rotor-Gene SYEBR Green PCR Demo Kit 0.0 SYBR

The "Assay Profiles" tab consists of 2 parts:
» "Assay profiles management" table
= Button bar
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Rotor-Gene AzsayManager

» ¥ BT e @

File Help

Setup Approval Archive Service Configuration Development

ings Assay Profies

Assay profiles management

Name 4 |Version  |Shortname |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
" | Rotor-Gene SYBR Green PCR Demo Kit 3.00 SYBR UDTBasic 0.8.5 UserDefi... |23.03.2012 16:54:04

List of available
assay profiles —|

G
E Show only active profile versions Refresh list Deactivate Activate Export...

|
Check box |
Button bar

"Assay profiles management" table

The "Assay profile management" table lists all available assay profiles, i.e., all assay profiles
stored in the current Rotor-Gene AssayManager v1.0 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 cell in the header of the
corresponding column indicates the sorting column (a icon for ascending order, w icon for
descending order).

Assay profiles management

MName & | 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
" | Rotor-Gene SYBR Green PCR Demo Kit 3.00 SYBR UDTBasic 0.58.5 UserDefi... | 23.03.2012 16:54:04
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Note

With the check box "Show only active profile versions" it can be determined if deactivated
assay profiles are shown in the table or not.

] Show only active profile versions

If activated ¢

If deactivated [

Column

Status

"Name"
"Version"
"Short name"

"Plug-in type and
version"

"Creation date"

Only activated assay profiles are shown; deactivated assay profiles
are hidden.

Both activated and deactivated assay profiles are shown.

Explanation

Status of the assay profile.

Deactivated assay profile

¥ Activated assay profile

Name of the assay profile.
Version number of the assay profile.
Short name of the assay profile.

Plug-in type and version the assay profile was created with.

Creation date of the assay profile.
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Button bar

B D E|
[ Refresh list ] Deactivate m w m

Label/Title Description
"Refresh list"  Updates the list of all available assay profiles.

(B | 'Deactivate"  Deactivates the selected assay profile. A confirmation dialog must
be confirmed by clicking "OK" before the selected assay profile is
deactivated.

@ Confirmation

Assay profile QuantiFast Pathogen PCR +IC
in version 2.0.0 will be deactivated. (150003)

_——— s

* |f the check box "Show only active profile versions" is
deactivated, the deactivated assay profile is listed in the table
with an Bicon in its status column.

* |f the check box is activated, the deactivated assay profile is not
listed in the table anymore.

"Activate" Activates the selected assay profile. A confirmation dialog must be
confirmed by clicking "OK" before the selected assay profile is
activated.
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@ Confirmation

Assay profile Rotor-Gene SYBR Green PCR
Demo Kit in version 5.0.0 will be activated.
(150000}

The icon of the assay profile changes from deactivated () to
activated (+).

The check box "Show only active profile versions" must be
deactivated to list activated and deactivated assay profiles in
parallel in the table.

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)

Confirm with "OK" to disable the other version.

Bl Export.." Exports 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.
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E "Import..." Imports an assay profile. A dialog is opened to select the assay
profile (file extension *.iap). The selected assay profile will be
imported to the assay profile management table.

Explanation: Relationship between deactivating assay profiles in the "Configuration"
environment and work lists in the "Setup" environment.

Rotor-Gene AssayManager

File Help

w @ B OIT & W

Setup Approval Archive Service Configuration Development

Setiings User M nent Cycler Archive Management Assay Profiles Report Profiles

Aszsay profiles management

Mame 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
Rotor-Gene SYBR Green PCR Demo Kit 300 SYBR UDTBasic 0.8.5 UserDefi... | 23.03.2012 16:54:04
Rotor-Gene AssayManager — |EI |£|

Assay profile

deactivated in | Fie Heb

the Configuration

environment oy
QIAGEN

=)

Cycler 4

Configuration

Available work lists | Manage or apply work lists

Waork list name & |#samples |Assay profiles Rotor type Actions Apply
[ wL_20120417_0858 su 66| QF Pat T2-Well Rotor m I
WL_20120417_0800_su 43| SYBR 72-Well Rator B s

Conseguence in the Setup environment: ) )
Work lists containing the deactivated assay profile are displayed
with a warning icon (i) and cannot be applied (Fl).

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

P Activating/deactivating an assay profile
¥ Importing/exporting an assay profile
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1.5.5.6.6 Report Profiles

A report containing various data about an experiment can be generated by Rotor-Gene
AssayManager v1.0 in a *.pdf file format. Depending on the individual needs, it is not
always useful to include all available experiment information in a report. Therefore the
content of a report can be tailored by configuring and applying different report profiles. In
the "Report Profiles" tab different report profiles can be configured. This is done by selecting
the useful information from 8 main categories and its subordinated content options. By
applying the configured report profiles in the "Approval" or "Archive" environment, reports
are created containing only the desired experiment information.

Report generated
using Report Profile A

Report Profile A ——————
[ -~
. /

. \ Report Profile B

Report generated

Various experiment data, using Report Profile B
separated into eight categories ———

Report profiles are stored in the internal database. Report profiles can be exported to and
imported from other Rotor-Gene AssayManager v1.0 installations. The default export and
import directories for report profiles can be configured in the "Settings" tab of the
"Configuration" environment.
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I Rotor-Gene AssayManager

Filz Help

¥ 5 =

Archive 5 c Configuration

Report profiles

Note
QIAGEN specific report profiles cannot be copied or exported.

The "Report Profiles" screen consists of 3 elements:
= "Report profiles" menu

= Button bar

= "Content selection" area

Rotor-Gene AssayManager
File Help

B IT | o

Service | Configurstion

Report Profiles

Re| .011 Report profile
profiles
menu

Content selection

[#] Assay Information
[] Experiment Information
[#] Graphics

Conigni [¥] External Controls - Overview
selection
[¥] External Controls - Details
[] Test Results - Overview

[#] Test Resuits - Details

Audit Trail

-(ccen V) T Ry ((Ee | [ o 1]——E:F°“
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"Report profile" menu

The "Report profile" drop-down menu contains all configured report profiles. The currently
selected report profile is displayed in the menu. Clicking the menu arrow (¥) shows a full
listing of all currently available report profiles.

Report profile
QIAGEN v ]
QIAGEN

Test results only
Amplification plots only

Button bar

Label/Title Description

"New profile"  Creates a new report profile. All content selection options are
activated by default for a new report profile.

B "Import..." Imports a report profile file (file extension *.irp). An import file
dialog is shown where the report profile file to be imported can
be selected.

"Export..." Exports the currently selected report profile (file extension *.irp).

An export file dialog is shown where the destination directory and
file name for the report profile to be exported can be specified.

1 'Delete" Deletes the currently selected report profile. A confirmation dialog
must be approved.
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@ Confirmation

This report profile will be deleted. (350020)

Clicking "OK" removes the report profile from the internal
database.

E | "Save cs..." Saves the configured report profile. The following dialog is
opened:

@ Save report profile as...

Report profile name

3] | cAceN |

)
k =3

Field to enter a name for the report profile file.

Saves the report file in the internal database using
the name entered in field

Cancels the process and closes this dialog.
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"Content selection" area

In the "Content selection" area, different experiment information can be selected to be
included in a report profile by activating or deactivating the respective check boxes and
radio buttons.

All available content options are grouped in 8 major categories:

= "Assay Information"

» "Experiment Information"

» "Graphics"

= "External Controls - Overview"
= "External Controls - Details"

= "Test Results - Overview"

= "Test Results - Details"

= "Audit Trail"

Clicking one of these major content categories opens the corresponding detailed content
options. These are minor content options that allow a finer adjustment of the resulting report

contents.

Rotor-Gene AssayManager Rotor-Gene AssayManager
File Help File Help
» ¥ B IT #= » W B OIT | e
Setup  Approval  Archive  Service | Configuration Setup  Approval  Archive  Service | Configuration
Settings User Cycler Archive 2 Setfings User Cycler Archive A
Repart profile Report profile
(cumcen R WSS W—— (ciacen K WSSy W
Content selection Content selection Options
E Assay Information ™ Asszay Information E Aszsay profile name
[ Assay status
[¥] Experiment Information Experiment Information - .
H H Agsay kit information
Clicking one of the b assay
[ Graphics eight major content options [ Graphics
reveals further options
[ External Controls - Overview External Controls - Overview
[ External Controls - Details External Controls - Details
[] Test Results - Overview [ Test Results - Overview
[ Test Results - Details [ Test Results - Details
[ Audit Trail Audit Trail

The ID of external controls and test samples are mandatory fields and cannot be deselected.
The ID is always activated. Even all content options in the "Audit trail" major category are
also mandatory and cannot be deselected.
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Content selection

Options

Assay Information

[¥] Experiment Information
Graphics

[¥] External Contrals - Overview
[¥] External Controls - Details
[¥] Test Results - Details

B Audit Trail

Content selection

Table columns

AD -« Mandatory entry,
h cannot be deser?:acied

[ calor
Target
E Assay type specific information
[ Resutt
O Show sample result only Radio buttons:
O Show target result only } OnIY one opﬁon
(®) Show sampls result and target result can be seleded
Internal Control

(®) Show IC in the table
(O Do not show IC in the tabls

[+ Az=ay Information
Experiment Information
Graphics

External Controls - Overview
External Controls - Details
Test Results - Overview

Test Results - Details

|

A us= AUdi' "rﬂil: .

B 4cton Mandatory entries,

- cannot be deselected

' Audit Trail

Tasks related to the report profiles tab
» Creating a new report profile

¥ Importing/exporting a report profile

P Deleting a report profile
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1.5.6  General Work Flow

The following graphic summarizes the work flow in Rotor-Gene AssayManager v1.0.

L1
[

= Logging in

Closed mode
UDT mode

_\ = Importing a work list

- Rotor-Gene AssayManager
- O\AsymEhony
= QIAlINk/LIMS

* Creating a work list \

= Applying a work list
J

= Finishing and re-
leasing a run
= Run and analysis

Closed mode) [(UDT mede |

= Approving a run = Approving a run

« Review eperiment data 1. Approve standards

- Ins; « Review eperiment data

* Inspect PCR plots
=

- Approve test samples

ER°

2. Approve test
samples
+ Review eperiment data
I

- Inspect PCR plats

If all samples are approved
experiment is released and trans-
ferrred to the Archive

= Searching for
experiments
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1.5.7  Plug-in Concept

Rotor-Gene AssayManager v1.0 is a versatile application. The number of assay types that

can be processed can be expanded with its plug-in architecture.

The general work flow is provided by the core application and its frame work. 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)
» Layout and structure of report contents

= Qutput to LIMS

The following graphic illustrates the plug-in concept:

Core application

Plug-in

5 Siarting 5  Acquining
arun gata

r_
I

AssayManager
L >

Archive

Data
analysis

l

Approval
process

l

Report
creation
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1.6 Using Rotor-Gene AssayManager v1.0

The work flow in Rotor-Gene AssayManager v1.0 can be divided in 2 sections:

P Standard tasks
P 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.

1.6.1 Standard Tasks

The following tasks are performed by users who are involved in the routine work of a lab,
i.e., running experiments and analyzing data.

F Logging in and logging out
P Locking and unlocking

P Setting up a run

¥ Starting a run

P Finishing and releasing a run
F Approving a run

» Working with reports

¥ Working with audit trails

The following graphic gives an overview of the work flow in Rotor-Gene AssayManager
v1.0:

 EEEE—
L1
[

=Logging in

= Creating a work list = Approving and = Searching for
= Starting a run releasing samples experiments

= Finishing and re-
leasing a run
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1.6.1.1 Logging In and Logging Out

All user interactions in Rotor-Gene AssayManager v1.0 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.

Step-by-step procedure to log in to Rotor-Gene AssayManager v1.0

1. Launch Rotor-Gene AssayManager v1.0,
or
if a user has logged out from a previously launched session, select "Log in" (M) from the
main menu.

Rotor-Gene AszayManager

File Help
FN+—> Login

Log out

Lock
Change password

Service login

Exit

The login screen is shown.

Rotor-Gene AssayManager
asese
QIAGEN

Password

Mode
E] | User Defined Test
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. Enter the user ID in "User ID" field (IX).

. Enter the password in the "Password" field ([ell).

. Select Closed or User Defined Test from the "Mode" menu (I[B¥).
. Click "OK" (IH).

O~ WODN

Note

Closed mode plug-ins may not be available in all countries. If no Closed mode plug-ins
are installed, a log in in Closed mode will give you only very limited access to adminstrative
tasks, but you can neither perform experiments nor any analysis.

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" environment "Available work
lists" screen

Approver "Approval" environment Filter assays
screen

Assay developer (if Closed Mode is "Configuration" environment  "Report Profiles"

selected) tab

Assay developer "Development" environment  Assay profile

(if UDT Mode is selected) step

Administrator "Configuration" environment  "Settings" tab

SuperUser "Configuration" environment  "Settings" tab

The selected mode is indicated at the bottom left of the screen:

I B Closed Mode - I |'i'| User Defined Test Mode I
-_—_ /)
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Step-by-step procedure for logging out of Rotor-Gene AssayManager v1.0

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 main menu,

Rotor-Gene AszayManager
File Help

Log in
B— Logou

Lock

Change password

Service login

Exit

or click "Log out" () in the status bar.

Gina Doa =5 |‘

2. 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 discarded. Unfinished runs will
continue.

Unsaved Data in:
Configuration\Systemn Seftings

List of environments
with unsaved data

-_— s

Otherwise a standard confirmation log out dialog is shown:
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@ Confirmation

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

3. Click "OK" (clicking "Cancel" cancels the log out and closes the dialog).
The user is logged out and the login screen is shown.

Rotor-Gene AssayManager

Password

Mode

. User Defined Test

Note
If a user logs out, active cyclers will continue.

Related topics
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» Managing users

# Modes in Rotor-Gene AssayManager
P Session management

» Main toolbar

P Status bar

1.6.1.2 Locking and Unlocking

The application can be locked to restrict access. The locked application can be either
unlocked by the user who has locked it, or a new session can be started.

Step-by-step procedure to lock Rotor-Gene AssayManager v1.0

1. Click "Lock" in the main menu.

Rotor-Gene AzsayManager

lﬁ Help

Log in
Log out

E—-F Lock

Change password

Service login

Exit
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* |f no unsaved data exist, the application is locked and the following dialog is displayed:

@ Application is locked

{User Defined Test Mode)

The application is currently locked by user jJdoe.
Click Unlock to enter the password or click Mew
Session o log in as a different user.

. S

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 a new session unsaved
dzta will be lost.

Unsaved Data in:

Configuratiom\System Setfings

2. Confirming by clicking "OK" locks the application. The dialog above is shown.
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Step-by-step procedure to unlock Rotor-Gene AssayManager v1.0

Precondition is that the application was locked before. The following screen is shown:

Rotor-Gene AssayManager

Application is locked
(User Defined Test Mode)

The application is currently locked by user su.
Click Unlock to enter the password or click New
Session to leg in as a different user.

1. Click "Unlock".

The following dialog is opened. Note that the user name in the login field is set to the
user who locked the application prior. Only this user is allowed to unlock the application.
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I Rotor-Gene AssayManager

Unlock application
(Closed Mode)

@ Enter your password to unlock the application.

Login
su

Password

2. Enter the password in the "Password" field.
3. Click "OK".
The application is unlocked.

It is 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:
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Discard Unsaved Data

and Start New Session

There are unsaved data from user su. If a new

session is started the unsaved data will be lost. -

Login

Passzword

Ok an-c.

Related topics
» Managing users
P Session management

1.6.1.3 Setting up a Run

Overview

A work list is used to define an experiment, i.e., which assays shall be applied, their order,
the number of samples, etc.

All tasks related to work lists are carried out in the "Setup" environment.

-

7 Retor-Gene AssayManager
File Heip

» ¥ B OIT

Setup Approwval Archive Service Configuration

Tasks related to work lists
b Creating/editing a work list

¥ Importing a work list

# Duplicating a work list

P Exporting a work list

b Deleting a work list
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Note
Use only assay kits with the same lot number for setting up an assay.

1.6.1.3.1 Creating/Editing a Work List

Overview

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, sets its properties, and saves
the work list. The user can save an unfinished work list at any time and continue with the
definition later.

A work list is created in the "Setup" environment (IN). 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 currently available work lists on the system. Clicking the
"New" button (I[E¥) at the bottom right of the screen changes to the "Create new work list"
screen where the new work list is set up.

i

Rotor-Gene AssayManager
File Help

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_0856_su 66| QF Pat 72-Well Rotor 25 pl|su 17.04.2012 08:56:58 | 19.04.2012 09:51:04 n ﬁ
WL_20120418_0934_su 43 SYBR 72-Well Rotor 25 ul|su 17042012 08.0043 | 18.04. 2012 10:53:24 v

D Show only work lists never applied before

@ User Defined Test Mode

i CLIE T ——— | e g B
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The "Create new work list" screen comprises 3 different steps:

» ¥ B3 OIT

File Help

Setup Approval Archive Service {

Create
Available assay profiles
Assay profile name a Vers... #conir...
I5]| samples Rotor-Gens SYER Gr... | 500/ 24
Properties
Name Description
"Assays" Select or enter the following data:

* One (or multiple, compatible) assay profile(s)
= Roftor type

* Reaction volumes

* Number of samples

* Material number

= Kit expiration date

* Lot number

(B | "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.

"Properties"  The creation of a work list process is finalized by activating 2
different options:

= "Work list is editable"
» "Is applicable"

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-241



Note

» Unsaved changes will not be lost if the user changes to another environment.
» 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.

Step-by-step procedure to create a new work list
Creating a new work list comprises 5 steps:

Create a new, empty work list (see P Settings)

Add one (or multiple) assay profile(s) to the work list ("Assays" step).
Assign sample IDs ("Samples" step).

Define the properties of the work list ("Properties" step).

Save the work list.

RN

Step 1: Create a new, empty work list

a) Ifit is not active yet, change to the "Setup" environment by clicking the "Setup" icon in the

main toolbar (IN).

Rotor-Gene AssayManager
File Help

=lolx]

- s & @&

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_0856_su 66| QF Pat 72-Well Rotor 25 pl|su 17.04.2012 08:56:58 | 19.04.2012 09:51:04 n ﬁ
WL_20120418_0934_su 43 SYBR 72-Well Rotor 25 ul|su 17042012 08.0043 | 18.04. 2012 10:53:24 v

D Show only work lists never applied before

@ User Defined Test Mode

- EIE A == reten et | it

b) Click the "New work list" button ([E]) ot the bottom right of the screen.

The "Create work list" screen is opened. The "Assays" step marker is activated, as indicated in

dark yellow.
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Hntnr—Gene.A.ssﬁyl.\anager - D|1|
File Help

» ¥ B IT o« &

Setup | Approval  Archive Service  Configuration  Development
Create work list | Select assay profiles and define assay details

Assays > Available assay profiles Selected assay profiles

Assay profile name  a |Vers.. |#contr. Assay profile name Shortname |Vers.. #contr_. |#samples |Material n._ | Kit expiry_ |Lot number |Scan
Samples QuantiFast Pathogen... | 2.0.0 &

Rotor-Gene SYBR Gr.. 500 24
Properties

Allv
Messages
Free positions The current work list does not contsin an assay profile. Add an assay profile. (470029)
o
Print work list__ Export Save and close Reset Save ﬁ
.

Step 2: Add one (or multiple) assay profile(s) to the work list ("Assays"
step)

In this step, the user adds one or multiple compatible assays to the work list. Multiple assay
profiles can only be added if enough positions are available on the rotor. The "Assays" step
lists all available assay profiles in the "Available assay profiles" table at the left in alphabetical
order. The selected assays will be added and shown in the "Selected assay profiles" table at
the right.

The order in which assays are added defines their order on the rotor. The order can be
changed by using the assay position arrows below the right table, i.e., the assays can be
moved up and down in the table.
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Rotor-Gene AssayManager

—|o| x|
File Help

» ¥ B I o« &

Setup | Approval  Archive  Service  Configurafion  Development

E] Create work list | Select assay profiles and define assay details
Assays > Available assay profiles Selected assay profiles

Assay profile name . |Vers._. # contr. Assay profile name Short name |Vers... |#contr_. |#samples |Material n... | Kit expiry... |Lotnumber | Scan
Samples QuantiFast Pathogen... | 2.0.0 (] | |

Rotor-Gene SYBRGr.. | 500 24 | | [
Properties Required user entries

Messages
Free positions The current work list does not contain an assay profile. Add an assay profile. (470029)
1)
Print work list__ Export Save and close Reset Save W

i User Defined Test Mode

a) In the "Available assay profiles" table ([[Bll) 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" ([ldl) and "Volume" (ell)
drop-down menus may be colored in yellow to indicate a mandatory entry.
Note

The check box "Show only compatible assay profiles" ( H ) determines the behavior of
the "Available assay profiles" table:

If not activated: All available assay profiles are listed. Incompatible assay profiles
are grayed out.
If activated: If an assay profile has been added to the "Selected assay profiles

table, only compatible assay profiles will be listed.

b) Click the "Rotor type" drop-down menu (lJl) to select the rotor type that will be used.
Note

Assay profiles that require more tube positions than available on the selected rotor are
grayed out in the table.
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c) Click the "Volume" drop-down menu ([€l) to select the reaction volume that will be used.

The "Add assay to work list" (lll) button is set to active.

d) Click the "Add assay to work list" () button to transfer the selected assay to the "Selected
assay profiles" table at the right.

The first 4 columns in the "Selected assay profiles" table ("Assay profile name", "Short name",

"Version", "# controls") are populated with data from the assay profile. The "# samples",

"Material number", "Kit expiry date", and "Lot number" columns must be entered manually.

e) 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 have to be entered in the following "Samples" step.

f) The material number, kit expiration date, and the lot number can either be entered
manually or scanned.

= Alternative 1: Manual entry of material number, kit expiration date, and lot number
Enter the material number, the kit expiration date, and the lot number manually. Use the
date picker () to enter the date using an interactive calendar.

» Alternative 2 (for QIAGEN kits only): Automatic entry of material number, kit expiration
date, and lot number by scanning the kit bar code

Click the "bar code" icon in the scan column.

The "Scan QIAGEN kit bar code" window opens.

@ Scan QIAGEN kit bar code

Kit bar code

Material number Kit expiry date Kit lot number

Messages

Scan or enter a valid bar code (17 - 23
digits). (470051)
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Either scan the bar code with a scanner or type in the kit bar code into the "Kit bar code
field. Material number, kit expiration date, and kit lot number will automatically be
populated.

Note
Use only assay kits with the same lot number for setting up an assay.

Repeat steps a—f for all other assay profiles you want to be included in the
work list.

Note
Incompatible assay profiles cannot be selected. These are disabled and grayed out by
Rotor-Gene AssayManager v1.0.

Hint

To remove an assay profile from the work list:

1. Click the assay profile in the "Selected assay profiles" table.

The name is marked and the "Remove selected assay from work list" button E is
activated.

2. Click the "Remove selected assay from work list" button.

The following confirmation dialog is displayed:

@ Delete assay from work list

The assay profile QuantiFast Pathogen PCR
+|C will be deleted from the work list.
(470001)

b, -
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: Assign sample IDs to assay profiles ("Samples" step)
In the previous step ("Assays") one or multiple, compatible assays were added to the work
list. The number of test samples was defined in the "# samples" field of the selected assay
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profiles table. The position and quantity 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 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-test samples. In case multiple assay profiles were added, the
order of the assay profiles is determined by their order defined in the "Assays" step.

a) Change to the "Samples" step by clicking "Samples" () in the step bar.

Rotor-Gene AssayManager

=Y I - Y

File Help

Setup Approval  Archive Service Configuration Development Cycler 1 Cycler 2
Create work list | Edit samples
Assays Sample details
Pos. Style | Sample ID Status | Sample type Targets Assay Sample comment

Samples > |8 1|l =" Standard 1_1 Qs GPER SYBR
» 2| | = Standard 1_2 as GPER SYBR

Properties » 3| | =" Standard 1_3 Qs GPER SYBR

. 4|l =" Standard 1_4 Qs GPER SYBR

» 5| ™| Standard 2_1 as GPER SYBR

» &/l — Standard 2_2 as GPER SYBR

. 7|l =" Standard 2_3 Qs GPER SYBR

» 3| | = Standard 2_4 as GPER SYBR

. o |l =" Standard 3_1 as GPER SYBR

»| 10 I =" Standard 3_2 as GPER SYBR

»| 11| = Standard 3_3 Qs GPER SYBR

. 12|l —"| Standard 3_4 Qs GPER SYBR

»| 13l =" Standard 4_1 Qs GPER SYBR

y| 14|l = Standard 4 2 as GPER SYBR

. 15|l —"| Standard 4_3 as GPER SYBR

»| 16/ I =" Standard 4_4 as GPER SYBR

The "Sample details" table is displayed with a visualization of the current assay design.
The ID field of the test samples is colored yellow because these entries are mandatory.

b) If supported by the plug-in currently used, a color for the respective amplification curve
can be selected. To select a color for an amplification curve, right-click the color icon of
the corresponding row (IM). A color palette is opened.

Click a color to select it.

c) If supported by the plug-in currently used, a line style for the respective amplification
curve can be selected. To select a line style for an amplification curve, right-click the line
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style icon of the corresponding row (IY}). A line style palette is opened.

Click a style to select it.

d) Enter an ID into the ID field (IX}) for every test sample. The ID must be between 1 and
40 characters long. The sample IDs can either be identical or unique. However, some
assay profiles restrict the use of the same IDs.

e) Optional: Enter a comment in the "Comment" field (f&X). The comment must not exceed
256 characters.

Step 4: Define the properties of the work list ("Properties" step).

This screen is intended to enter the work list name and to review information about when it
was created, modified, and last applied. The user can also specify if a work list can be edited
or applied.

a) Change to the "Properties" step by clicking the "Properties" step marker.
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Rotor-Gene As=ayManager
File Help

» ¥ B IT o

Configuration

Setup Approval Archive

Create work list | Edit properties

Assays Properties

Waork list name @

External order ID

Sample:
= WL_20120419_1310_su

T N Default name E

Work list
[ is applicable

S|
Created
Last modified
Last applied

b) Enter the desired work list name into the "Work list name" field (f€¥). To let Rotor-Gene

AssayManager v1.0 automatically generate a work list name, click "Default name" ().

Rotor-Gene AssayManager v1.0 automatically creates a default name using a user-

defined pattern (see P Settings) and populates the field.
c) Activate the desired options:

To Do this

Define a work list as being Activate check box
editable

Mark a work list as being Activate check box
applicable

Explanation

The work list can be edited,
i.e., modified, later. If this
option is deactivated, the
work list cannot be
changed.

If the "is applicable" option
is deactivated, the work list
cannot be applied. To start
a run, this option must be
activated.
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Note

The field "External order ID" is optional.

Step 5: Finish creating the work list

Finish creating a work list by clicking one of the buttons in the button bar:

G i [ i — ————
To Click
Print the work list to PDF after having saved the work list [ Print work list... ]
FXTporT the work list to a folder after having saved the work [ Export ]
is

Save the work list and go back to the start screen of the
"Setup" environment.

Cancel your entries and set properties to default [ Reset l

Save the work list

Cancel your entries

Apply your work list

Related topics

» Managing assay profiles
# Managing cyclers

P Entering data

# Using colors

b 'Setup" environment

1.6.1.3.2 Importing a Work List

Importing a work list is a function used either to exchange work lists between different Rotor-
Gene AssayManager v1.0 installations or to import work lists from an upstream laboratory
device (for example a LIMS or QlAsymphony).

The import command is placed in the "Setup" environment () and consists of 2 elements:
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= A drop-down menu ([E8) to select the source of the file
* The "Import" button (@)

Rotor-Gene AssayManager |

File Help

»m Y BT o« W & & & &

Setup

Approval  Archive  Service  Configurstion  Development Cycler 1 Cycler2 Cycler 3 Cycler 4

Available work lists | Manage or apply work lists

Work list name ' |#samples |Assay profiles | Rotor type. Volume | Author Creation date Last applied Actions Apply
WL_20120417_0858_su 66| QF Pat 72-Well Ratar 25 4l |su 17.04.2012 08:56:58 | 19.04.2012 D9:51:04 BEE
WL_20120419_0834 _su 48 SYBR 72-Well Rotor 25 ul|su 17.04.201209:0043 | 19.04.2012 10:53:24 |

D Show only work lists never applied before

Import type: | QIAINK/LIVS v m mport Refresh list m

@ User Defined Test Mode

A work list can be imported from the following sources (entries from the drop-down menu

B):

Source File extension  Description

Rotor-Gene * il Expon‘.ed Rotor-Gene AssayManager v1.0
AssayManager v1.0 work list

QIAsymphony * xml Result file from QlAsymphony AS
QIAlink/LIMS *.Iwl Work lists from QIAlink or a LIMS

After a work list to be imported has been selected, Rotor-Gene AssayManager v1.0
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.
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Note

The entries in the import drop-down menu ( B ) depend on the settings set in the "Settings"
tab of the "Configuration" environment. An administrator can activate/deactivate each of
the 3 possible import options.

Rotor-Gene AssayManager

Fil= Help

¥ B T[] »

Approval Archive Service Configuration

Setlings User Management Cycler Management Archive Management

E Import Rotor-Gene AszayhManager work lists

D Import QlAsymphony work lists
Browse

[l Import LIMS work lists

Step-by-step procedure to import a work list

1.

If it is not active yet, change to the "Setup" environment by clicking the "Setup" icon in the

main toolbar (IN).

. Select the source for the work list to be imported from the "Import type" drop-down menu

(EY). If the menu is disabled or necessary entries are missing, these can be customized in
the "Configuration" environment in the P "Settings" tab. If necessary, save the changes in
the settings.

. Click "Import" ([el).

The "Select file" dialog opens. By default, the directory set for this import type in the ¥
"Configuration" environment is shown.

Change to the directory where the file to be imported is located. Select it and click
"Open".

Rotor-Gene AssayManager v1.0 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 # Creating/editing a

work list.
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Note

The name of work lists imported from QIAsymphony is automatically created with the
following information separated by an underscore:

» “QS" as identifier for work lists imported from QIAsymphony

» Batch ID of the QlAsymphony AS run

= “S" + slot number of QlAsymphony AS, where the assay was set up
Rack ID of QIAsymphony AS run

Start date of QIAsymphony AS run in format “YYYYMMDD”

» Start time of QlAsymphony AS run in format “HHMMSS”

In case the QlAsymphony AS result file contains information about several batches, this
information will be separated in different work lists.

Related topics

P Settings

P Setting up work list name options

b Rotor-Gene AssayManager and other QIAGEN products
» Available work lists view

1.6.1.3.3 Duplicating a Work List

General

A specific work list is duplicated from the "Setup" environment (I) by clicking the "Duplicate
work list" button (M) in the "Actions" bar (@) of the corresponding work list.

Hntnrﬁene.ﬂ.ssayl.\anager = Dlﬂ
File Help

Available work lists | Manage or apply work lists C
Work list name a [#samples |Assay profiles | Rotor type Volume |Author Creation date Last applied Actions Apply
WL_20120417_0858_su 65| QF Pat 72-Wel Rotor 25 ul|su 17.04.2012 08:58:55 | 19.04.2012 D3:51:04 [x]
WL_20120419_0834 _su 48 SYBR 72-Well Rotor 25 ul|su 17.04.201209:0043 | 19.04.2012 10:53:24
]

The "Duplicate work list" button is always enabled. Clicking this button creates a copy of the
selected work list. The "Work list modification" screen is displayed. This screen is analog to
the "Creating a work list" dialog. The copy 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.

» The "is editable" check box is enabled. The "is applicable" check box of duplicated work
lists is not activated.
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» The "Last applied" and "Last modified" fields are empty and will be set when the work list is
saved for the first time.

Step-by-step procedure to duplicate a work list

1. If it is not active yet, change to the "Setup" environment by clicking the "Setup" icon in the
main toolbar (IN).
All available work lists are displayed in the table.

2. Locate the work list you want to duplicate, and click the corresponding "Duplicate work
list" button (IE¥) in the "Actions" bar (&)
The "Edit duplicated work list" screen is shown.

3. Modify those parameters you need to change according to the steps described in steps 2
to 5 of the procedure and save # Creating/editing a work list.
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Related topic

P Available work lists view

1.6.1.3.4 Exporting a Work List

Exporting a work list is used to exchange work lists between different Rotor-Gene
AssayManager v1.0 installations that are using different databases.

The export functionality can be found in the "Setup" environment (IN). The "Actions" bar
(&) in the "Available work lists" table includes the "Export work list" button (IN).

RDtDr—Gene.ﬂ.ssayl.\anager | B Dlll

File Help

Available work lists | Manage or apply work lists C
Work list name A |#samples |Assay profiles | Rotor type Volume |Author Creation date Last applied Actions Apply
WL_20120417_ 0858 su 8| OF Pat 72-Well Rotor 25 4l | su 17.04.2012 08:5858 | 19.04.2012 DI.51.04 [
WL 20120419 0834 su 43 SYBR 72-Well Rotor 25 4l | su 17.04.2012 09.00:43 | 19.04.2012 10:53.24 E [

Step-by-step procedure to export a work list

1. If it is not active yet, change to the "Setup" environment by clicking the "Setup" icon in the
main toolbar (IN).

2. Move the mouse cursor to the "Actions" bar (f®ll) of the work list you want to export.

3. Click the "Export work list" button (IE).

A dialog opens to select the target directory and the file name. By default, the directory
set in the "Configuration" environment is preselected.

r B

@ Specify the work list export destination.
Leckin |C v |
Path c Bt |
Hame Last madifies] .
16_GB_SD-Karta_touch_hd 06.05 2011 08-31:48 [I
Config Msi 12.10.2011 08:00:04
data 20 10.2011 13:-36:03
Documents and Setfings I3.09:2011 11:34:30
Dokumente und Einstellungen 17.05.2011 15:16:38
downlosd 26102011 14:35:05 v
File name File type
iwl files: (*.nl) |
(k= Jf e

L

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

P Available work lists view

1.6.1.3.5 Deleting a Work List

Step-by-step procedure to delete a work list
1. If it is not active yet, change to the "Setup" environment by clicking the "Setup" icon in the

main toolbar (IN).

All available work lists are displayed in the table.

File Help

Rotor-Gene AssayManager |

=loix]

Available work lists | Manage or apply work lists C
Work list name A |#samples |Assay profiles | Rotor type Volume |Author Creation date Last applied Actions Apply
WL_20120417_ 0858 su 8| OF Pat 72-Well Rotor 25 4l | su 17.04.2012 08:5858 | 19.04.2012 DI.51.04 [
WL 20120419 0834 su 43 SYBR 72-Well Rotor 25 4l | su 17.04.2012 09.00:43 | 19.04.2012 10:53.24 E [

2. Locate the work list you want to delete, and click the corresponding "Delete work list" (I}
button in the "Actions" 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)
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3. Click the appropriate button:
To Click

Delete a work list and return to E The selected work list entry will be
the "Setup" start screen. deleted from the database and then
disappears from the work list table.

Cancel the delete process and @ The selected work list entry will

return to the "Setup" start screen remain as before.

Related topic

P Available work lists view

1.6.1.4 Starting a Run

A run can be started from the "Available work lists" table in the "Setup" environment (M) by
clicking the "Apply" button (M) in the button bar of the appropriate work list entry. An
alternative is to start a run after a new work list has been successfully created. Details can be
found under ¥ Creating/editing a work list.

After the run is triggered, the "Apply work list" screen is opened. The user must enter an
experiment name and select a cycler. Furthermore, an overview of the samples can be
displayed and printed to a *.pdf file (command "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.
» The experiment name must be unique in the database.

The default name is defined under F "Settings" in the # "Configuration" environment. Upon
delivery, the default name for the experiment name is defined as follows:

<Assay profile short names>_<YYYYMMDD>_ <HHMM>, e.g.,
AST_AS2 AS3 20120327 1359

It may happen that the default name exceeds 80 characters. In this case you have to
shorten the name manually to meet the requirements.
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Rotor-Gene AssayManager
File Help

» ¥

Setup Approval Archive

Available work lists | Manage or apply work lists

Work list name a #samples |Assay profiles Last applied Actions Apply
WL_20120417_0858_su 66| QF Pat 17.04.2012 15:07:03 B s
WL_20120419_0934_su 48| SYBR 17.04.2012 10:38:39 [ W

Step-by-step procedure to apply a work list

1. If it is not active yet, change to the "Setup" environment by clicking the "Setup" icon in the
main toolbar (IN).
The "Setup" environment is opened. All available work lists are displayed.

2. Select the work list you want to apply. Click "Apply work list" in the last column of the row
(B )}
The "Apply work list" screen is shown. It consists of 3 areas: "Summary", "Cycler
selection", and the "Messages" section.
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-ibix]
» ¥ B IT e

File Help

Selp | Approval  Archive  Service  Configuration levelo Cycler 1 Cycler 2 Cycler 3 Cycler4

Apply work list "WL_20120417_0858_su”

Summary Cycler selection E

) Position  Name Next verification Cycler status Select  Ring attached
Experiment name Work list name
WL_20120417_0858_su L Cycler 1 16.06.2012 [5E day(s]] Ready (o]
E] Default name | Created | ] Cycler2 18.06.2012 [€0 day(s)] Ready o
17.04 2012 0855 - su
| ] Cycler 3 20.06.2012 [62 day(s)] Ready (o]
Rotor type Last modified W Cyclerd 22.06.2012 [64 day(s]] Ready fo)
T2-Well Rotor 17.04.2012 08:58 - su
Free positions Reaction valume Last applied Cycler details
0 25 |piftube 17.04.2012 15:07 - su
Assays
Name #samples |Material nu... |Kit expiry... |Lot number
QF Pat 66 01.10.2013| 139264899

Messages

Mo experiment name is entered. Provide an experiment name. (470033)

Select a cycler in the cycler selection table by activating the appropriate radio button in
the Select” column. (470030)

View sample details.

- | G!

i User Defined Test Mode

3. Enter the name of the experiment in the "Experiment name" field (&), or click "Default
name" () to generate a name automatically.

4. Click the "Select" radio button ([dl) to select a cycler with the status "Ready".

5. Activate the "Ring attached" check box ([@l) to confirm you have attached the locking
ring.
The "Start run" button (f€l) is now activated.

6. Click the green "Start run" button ([€ll) to start and apply the run. Click "Cancel" to
abandon the preparation of the run. In this case this screen will be closed and the
"Available work lists" screen is shown.

After clicking the "Start run" button, the following happens:

» The experiment is saved to the database.

* The run is started.

» The application switches to the cycler environment of the cycler selected for the run.
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Optional Step

The user can get detailed information about the samples using the "View sample

details..." (M) and "Print work list..." buttons (Ill).

Clicking "View sample details..." opens a scrollable list with detailed information about

the samples:

G) Work list "WL_20120417_0858_su” | Samples

Pos. Style | Sample ID Status | Sample type
10~ PC1 PC
2@l T PC2 PC
3@~ PC3 PC
40— 1 Test
sH— |2 Test
€l |13 Test
17T 14 Test
ol —Tr —

Targets

Test, IC
Test, IC
Test, IC
Test, IC
Test, IC

Test, IC
Test, IC

Assay
QF Pat
QF Pat
QF Pat
QF Pat
QF Pat

QF Pat
QF Pat

Sample comment

Print work list .. W

A

v

d

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

b Creating a work list

# Managing cyclers

P Settings

P Available work lists view
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1.6.1.5

During a run:

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.

File Help

»

Setup

54

Approval

(]

Archive

IT

Service

Rotor-Gene AssayManager

=lo(x]

w| QF Pai_20120413_0340 Aequisiten | Green Zoam E
Cyoler Operator Fluorescence: 17.2 Cychs: 140 Ok G5
Cycler 1 su
Comment
Sample Information
Tube | Sample ID Type Assay A
[ N PC_1 PC QF Pat
H2 PC_2 PG QF Pat
W2 PC3 PC QF Pat
[ &S 1 Test QF Pat
Hs 2 Test QOF Pat H
me 3 Test  QFPat §
m7 4 Test  QF Pat 2
[ JE:3 5 Test QF Pat
W (3 Test QF Pat
Wi 7 Test QF Pat
o 3 Test QF Pat
W1z 9 Test QF Pat
W13 10 Test QF Pat
| IRCIE Test QF Pat
W5 12 Test QF Pat
W iEe 13 Test QF Pat
W17 14 Test QF Pat
W 1E 15 Test QF Pat
[ RERET Test QF Pat 3 H [ 3 ) i) I ) ) » 2 E) ) 5 ) B Cyoes
W20 7 Test QF Pat
[ IETIET Test oEpst Y Start bime: e Finih ran.

i User Defined Test Mode

Plot area

Sample information

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 placed underneath the cycler's icon show the run 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.
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Note

Upon starting the run, 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 left mouse
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.

Finishing a run:

When the run has finished, the cycler icon will change. The stop process button will change
its label to finish run. The following table gives an overview how the button label and cycler
icons change from start to the end of a run.

Cycler idle Run started Run finished

Cycler

lcon

Pff’gl'tﬁ _ HeEdn g Fazer

Indicator L

L | of

s S

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 further details, see # "Cycler" environment
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Step-by-step procedure to finish a run

1. If it is not open yet, 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.

Fosition Name Run status

[ ] Cycler 1 Run Successful

Experiment nams

QF Pat_20120419_0940

Errors during rum

Comment

Release Release and go to approva w

s
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3. Select the desired option:

To Click

Release the cycler

Release the cycler and change to the "Approval"
environment

Cancel the release process and change to the
"Cycler" view

When the user releases the cycler, the following processes are triggered:
» The cycler is released and ready for a new run.

* The run is stored in the internal database with all experiment data (sample information,
efc.).

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 P "Configuration" environment.

Finizh run

E Run has to be released before starting approval

———» [~] Release of run has to be signed

When this option is selected, the run must be signed with a password (user profile password).
The buttons "Release" and "Release and go to approval are initially disabled. These buttons
are only enabled if a valid password is entered in the "Password" field.
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Position Name Run status

. Cycler 1 Fun Successiul

Experiment name

SYBR_20120419_1053

Errors during run

Comment

Password

=—+—— 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

» Making a release mandatory
P "Cycler" environment

1.6.1.6 Approving a Run

Overview

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 v1.0 provides test results that must be approved and released by
a user with the role of an approver. Depending on which Rotor-Gene AssayManager v1.0
plug-in is currently used, the individual approval process may differ.
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In this section only the general functions are described. For details about the individual
approval process, refer to the corresponding plug-in user manual.

1.6.1.6.1 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.

Il Rotor-Gene AssayManager ;IQIEI
File Help A
Setup | Approval | Archive  Service
Filter options Assay selection
A s End dste [] |Experiment a| |Assay # samples | Operator Run date Status
|21.DZ.2C|11 |21.D?.2C|12 3 CM‘." Teye_20120321_0953 2PlexEPlexAP 55| Gina Doe 21.03.2012 08:54:13
B] [ Use advanced fitter options
e i st szprevel
@ Closed Mode GinaDoe  =[f

This environment mainly consists of 2 parts: the "Filter options" 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 at the right.

The most simple filter is the search for assays within a certain date range. Advanced filter
options allow to define further filter criteria.
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The following table provides an explanation of the filter criteria:

Filter Criteria Comment

Date range 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.

Restrictions:
= Wildcard characters are not allowed.
» Dates must be entered completely.

"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 to select 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:

"Assay status'

= Successful
= Failed
= Both

"Release status" Filter for the release status using the radio buttons.
Possible values are:

lvanced Criteria

= Unreleased
» Partially
= Both

-
Vi

i
4

"Filter experiment Filter for certain assays by activating the check box and
name" entering an experiment name.

"Filter contained Filter for specific sample IDs by activating the check box

sample IDs" and 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.
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"Filter cycler serial Filter for a cycler serial number by activating the check
number" box and entering a cycler serial number (only digits).

Step-by-step procedure to filter assays

1.

2.

3.

If it is not active yet, change to the "Approval" environment by clicking the
"Approval" (IN) icon in the main toolbar.

In the "Filter options" section in the left part of the screen, select the appropriate filter
criteria.

Enter a start and an end date in the "Start date" (IE¥) and "End date" (@) fields either
manually or using the date picker.

To use advanced search criteria:

4.
5.
6.

8.

Activate the "Use advanced filter options" ([B) check box.
Select the appropriate filter options. Multiple selections are possible.

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 ([Jl) in the
right half of the "Approval" environment.

. Activate the check box in front of the assay to approve. It is possible to select multiple

assays.

Aszszay zelection

D Experiment - Assay

O
O
The "Start approval" button is activated when at least one assay is selected:

siartapproval | —- (e

Click "Start approval".

ChW Teye_20120321_0933 2PlextPlaxAP

CMV_20120321_1222 [I]| 2Piex6PlexaP

Note

Click "Reset filter" ({e) to reset the selected filter options to the default values, i.e., start
date set to one month ago, end date set to today, advanced filter options deactivated.
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1.6.1.6.2 Approving Samples

Depending on which Rotor-Gene AssayManager v1.0 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.

1.6.1.6.3 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.

Step-by-step procedure to release data
1. After approving the sample results, click "Release/report data" in the button bar.
The following dialog will be opened:

@ Release / report Data

'Y [ Create report

Report profile
[ Complete Report Content v

(C|

Messages

After release, the approval state of data
cannot be changed. (3501587)

\ B—5E

2. To create a report, activate the "Create report" option (lN) and select a report profile
from the drop-down list (ICX).

3. If the release must be signed, enter the Rotor-Gene AssayManager v1.0 login password
in the "Password" field ([®@ll). This option is set by the administrator in the P
"Configuration" environment.

4. To release the data, click "OK" (IBY). Click "Cancel" (Il to cancel and go back to the
"Results" table.

All approved sample results with the status "Accepted" or "Rejected" that have not been
released before will now be released. The data will be stored in the internal database of
Rotor-Gene AssayManager v1.0. If at least one sample result has not been approved and
still has the status "Undefined", the experiment will be marked as "Partially released". If all
sample results have been approved, the status "Fully released" is assigned to the assay. As a
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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.
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1.6.1.7 Working with Reports

A report can be generated either during the release of sample results in the # "Approval"
environment (see # Approving a run) or foralready released experiments from the "Archive'
environment. The content of a report is defined by individual report profiles that can be
configured in the I "Report profiles" tab of the # "Configuration" environment.

Note
The target directory to save the generated report and the source directory for report
profiles are defined in the I "Settings" tab of the P "Configuration" environment.

Rotor-Gene AssayManager

File Help

» ¥ B OIT & &

Setup Approval Archive Service Configuration Development

Settings User Management Cycler Management Archive Management

Local Settings
Default data export directories

Report folder

[ Export results to LIMS

Browse

Report profiles
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Step-by-step procedure to create a report in the Archive environment
1. Click "Archive" (I

The "Assay selection" screen is displayed.

Rotor-Gene AssayManager

» ¥ BT w

File Help

Setup  Approval

A

Archive

@

Service  Configuration  Develo

Cycler 1

) in the main toolbar to change to the "Archive" environment.

Cycler 2

Filter options

Start date End date

[ie032012 @] [1e042012

|

[0 Use advanced filter options

Assay selection
]| Experiment -

v |O| oF Pat_20120417_1008
v |O| o Pat_20120417_1017

» |O| oF Pat_20120417_1018

v |O| oF Pat_20120417_1022

C

Assay

‘QuantiFast Pathogen PCR....
‘QuantiFast Pathogen PCR...
QuantiFast Pathogen PCR___

‘QuantiFast Pathogen PCR....

# samples | Operator

66 | John Doe

66 | John Doe

66 | John Doe

66 | John Doe

Run date Status
17.04.2012 10:09.08 EI
17.04.201210:17.27 (¥4
17.04 2012 10:19:55 '
17.04.201210:22:48 El

2. Select the appropriate filter options and click "Apply filter" ().

A list with assays matching the filter options is displayed.
3. Select one or multiple assays by activating the corresponding check boxes ([ell).
4. Click "Show assays" (IPX).

Rotor_Gene AssayManager

Fils Help

SYBR_20120417_1017
Rotor-Gene SYBR Green...

¥ Plots and information

Raw data Processed data ‘ Standard curve

Experiment ‘ Assay ‘

Run comment

Experiment name
SYBR_20120417_1017

Reaction volume

Audit Trail

Run operator

su

Run released by

Rotor type
25 72-Well Rotor

External order ID

Work list source
Manual No

Created from worklist
WL_20120417_0900_su

Messages

Work list locked

Run start End of run Run on SW version Cycler Serial No_ Work list last changed by Work list created on Work list last changed on
17.04.201210:17:12 | | 17.042012 10:18:42 0862 0408102 su 17.04.2012 05:00:43 17.04.2012 08:00:43
v Results
Standards / controls A
Pos. |4 Style | Sample ID Status |Type |Targets ct Result Flags ‘Sample comment w | [¢]
v 1 | M| =— Standard 1_1 as Standards - INvALID NO_CT_DETECTED,.. E
v 2 || —— Standard 1_2 as Standards | INvALID NO_CT_DETECTED,.. E
v 3 |M|——standard 1.3 as Standards | invaLD NO_CT_DETECTED, .. m
v 4 B M| = Standard 1_4 Qs | Standards -| NvaLD NO_CT_DETEGTED, . E
y 5 M| = Standard 2_1 as Standards - INvALID NO_GT_DETECTED,.. E
PR p— ) 5 | Grandards i in N ~T RETERTER [ =] M
Eluate Default unit Show IC Assay comment

Create support package...

M User Defined Test Mode

5. Click "Report data..." () in the button bar.
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The "Report Data" dialog is opened.

Amplification plots only
QIAGEN
F [ Amplification plots only Test results only

6. Select a report profile from the "Report Profile" drop-down menu (I .
7. Click "OK" to create the report. Click "Cancel" to cancel and return to the approval
screen.

A report of the selected experiment is generated as a *.pdf file using the selected report
profile and saved in the report folder defined in the "Configuration" environment.

Related topics

# Managing report profiles

P Setting target directory for report profiles
P "Archive" environment

 "Approval" environment

1.6.1.8 Working with Audit Trails

The audit trail logs all actions performed in Rotor-Gene AssayManager v1.0. In the "Service"
environment, various filter criteria can be selected to filter the audit trail entries. All entries
matching the filter criteria are listed in the "Results" table.
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Rotor-Gene AssayManager

File Help
—, -
» & BT e
Approval Arahive Servioe Configuration
Audit Trail
Filter
[ Date & time User Experiment
Date from Time from ® All users ®an
|—_|20 SR AT ] | 00:00:00 | © This user Q) Specific
Date to Time to Q Specific
20042012 [ | 2359:59 |
Filter criteria —+  context Computer Signed actions Message ID
a ! a
fl{inatatation e © This computer @® Al actions ® All
| computers gned only pecific
b User @4l Osl O specif
[¥] Session
v
|
Language (8 System language (O English
| Results
Context Date & Time User Exp ge 1D Text Signed
Results table —
= pritoror ]

M User Defined Test Mode

Step-by-step procedure to filter for audit trail entries
1. Click "Service" (IN) in the main toolbar.

The "Service" environment contains an "Audit trail' tab containing a "Filter area" to apply

various filter criteria and a results table where matching audit trail entries are listed.

2. Select filter criteria from the group boxes in the "Filter criteria” area (IE¥). Different filter
criteria can be combined. The following filtering options can be used:

= Date

= User

= Experiment
= Context

Computer location
Signed actions
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= Message ID

3. Click "Apply filter" (&ll). All entries in the audit trail matching the filter criteria are listed in
the "Results" table. Click "Reset filter settings" ([Hl) to set default filter options.

4. Click "Print to PDF" (3Y) to create a *.pdf file containing the filter criteria and the
dedicated audit trail entries. This *.pdf file has to be saved manually, if necessary.

Note

If the number of entries matching the filter criteria exceeds 1200 entries, an error message
is shown. Adjust the filter settings.

Related topics

P "Service" environment

1.6.2  Administrative Tasks

The following administrative tasks can be performed by those users logged in as
administrators.

Warning

Rotor-Gene AssayManager v1.0 shall not be used with the admin account of Microsoft
Windows operating system.

» Managing assay profiles

# Customizing reports using report profiles
» Managing cyclers

» Managing users

» Managing archives

# Working with audit trails

F Customizing settings
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1.6.2.1 Managing Assay Profiles

Overview

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.

Rotor-Gene AzsayManager

Filz= Help

¢

Setup Approval

Seffings User Management Cyeler Archive M, Assay Profiles Report Profiles

Assay profiles management

Name a |Version Short name Plug-in type and version Creation date
+" | QuantiFast Pathogen PCR +IC 200 QF Pat UDTBasic 0.5.5 UserDefi... | 23.03.2012 17:00:52
+ | Rotor-Gene SYBR Green PCR Demo Kit 5.00 SYBR UDTBasic 0.5.6 UserDefi... |15.04.2012 15:158:38

Buttons for

E Show only active profile versions |[ Refrash list ] Deactivate Activate Expaort... W}_._ mgnag|n%'
assay profiles
i User Defined Test Mode

Tasks related to managing assay profiles
¥ Importing/exporting an assay profile
P Activating/deactivating an assay profile

1.6.2.1.1 Importing/Exporting an Assay Profile

Rotor-Gene AssayManager v1.0 provides an import/export feature for assay profiles to
exchange assay profiles between different Rotor-Gene AssayManager v1.0 installations. An
imported assay profile will be added to the list of "Available work lists" in the "Setup"
environments. 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 v1.0.
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Rotor-Gene AsszayManager

=R -

Setup Approval Archive Service Configuration

User Management Cycler Management Archive Managemeant AssaT' Profiles

Assay profiles management

Name & Version Short name Plug-in type and version Creation date
' | QuantiFast Pathogen PCR +IC 2.0.0 QF Pat UDTBasic 0.5.5 UserDefi... | 23.03.2012 17:00:52
" | Rotor-Gene SYEBR Green PCR Demo Kit 500 SYBR UDTBasic 0.5.6 UserDefi... | 18.04.2012 15:13:39

D]
E Show only active profile versions Refresh list Deacfivate Activate m mport

i User Defined Test Mode

Step-by-step procedure to export an assay profile
1. Change to the "Assay profiles management" screen:
a) Click "Configuration" (M) in the main toolbar.
b) Click "Assay Profiles" (IE¥) tab.
2. Select the assay profile to export by clicking in the corresponding table row.
The selected row is marked blue.
3. Click "Export" ().
The file dialog is opened.
4. Select the target directory, enter a file name for the assay profile, and click "OK".

The selected assay profile is saved to the selected directory. The file extensions is *.iap.

Step-by-step procedure to import an assay profile
1. Change to the "Assay profiles management" screen:
b) Click "Configuration" (IN) in the main toolbar.
) Click "Assay Profiles" (IZ}) tab.
2. Click "Import" (IP¥).
The select file dialog is opened.
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3. Change to the directory containing the assay profile you want to import. Select it, 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 - assay profiles
P Setting up a run

b 'Setup" environment

1.6.2.1.2 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, which is indicated in the
status column of 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 and deactivated assay profiles in parallel in the list, deactivate the
check box. Activated and deactivated assay profiles can be differentiated by the following
icons:

Icon Assay profile status
v Activated
& Deactivated
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Rotor-Gene AssayManager
File Help

¥ B I

Approval Archive Service Configuration

Assay profiles management Ih

Name a |Version Short name Plug-in type and version Creation date
+" | QuantiFast Pathogen PCR +HIC 200 QF Pat UDTBasic 0.8.5 UserDefi... |23.03.2012 17:00:52
+" | Rotor-Gene SYBR Green PCR Demo Kit 500 SYBR UDTBasic 0.8.6 UserDefi... | 18.04.2012 15:18:39

D)

im User Defined Test Mode

Step-by-step procedure to deactivate an assay profile
1. Change to the "Assay profiles management" screen:
a) Click "Configuration" (M) in the main toolbar.
b) Click "Assay Profiles" (IE¥) tab.
2. Select the assay profile to be deactivated by clicking in the corresponding table row.
The selected row is marked blue.
3. Click "Deactivate” ([ell).

The following confirmation dialog is opened:
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@ Confirmation

Assay profile Rotor-Gene SYBR Green PCR
Demo Kit in version 5.0.0 will be
deactivated. (150003)

4. Click "OK".

The selected assay profile will be deactivated. The icon of the assay profile changes from
v to in the assay profiles table.

Aszsay profiles management Aszsay profiles management
Name Name
" | QuantiFast Pathogen PCR +IC " | QuantiFast Pathogen PCR +IC

" | Rotor-Gene SYEBR Green PCR Demo Kit —— g Rotor-Gene SYBR Green PCR Demo Kit

Step-by-step procedure to activate an assay profile
1. Change to the "Assay profiles management" screen:

a) Click "Configuration” (I¥) in the main toolbar.

b) Click "Assay Profiles" (IE¥) tab.

2. 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
3. Select the assay profile to activate by clicking in the corresponding table row.

The selected row is marked blue.

4. Click "Activate" (D).

The following confirmation dialog is opened:
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@ Confirmation

Assay profile Rotor-Gene SYBR Green PCR
Demo Kit in version 5.0.0 will be activated.
{150000)
L A
5. Click "OK".

The selected assay profile will be activated. The icon of activated assay profile changes
from &) to w 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

b Configuration - assay profiles

1.6.2.2 Managing Report Profiles

Report profiles define which experiment data will be included in a report. Before creating a
report, a specific report profile has to be selected from a list of all available report profiles.
Depending on the individual needs, different report profiles can be configured in the "Report
Profiles" tab of the "Configuration" environment.

Note
Some plug-ins contain a specific report profile that is mandatory.
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Rotor-Gene AssayManager

File Help

» ¥

B IT =

Configuration

Setup  Approval  Archive  Service

Setfings User Cyeler

Archive Management Asgsay Profiles

Report Profiles

Re Or' Report profile

pro iles ———[ *NewReportProfile

Y | S (S

Drelete

——parten

ar

menu

Content selection Options

Assay profile name
] Assay status
[ Assay kit information

™ Assay Information

[l Experiment Information
Graphics

Content __|

€ [ External Controls - Overview
selection

[ External Controls - Details
[ Test Results - Overview

[ Test Results - Details

[ Audit Trail

All available report profiles are listed in the "Report profile" drop-down menu. The content to
be included in a report when using a specific report profile can be selected in the content
selection area. A button bar at the top of the screen contains all commands to manage

report profiles.

Tasks related to managing report profiles
b Creating a new report profile

P Importing/exporting a report profile

P Deleting a report profile

1.6.2.2.1 Creating a New Report Profile

Step-by-step procedure to create a new report profile
1. Change to the "Report Profiles" management screen:

a) Click "Configuration" (M) in the main toolbar.

b) Click the "Report Profiles" (IZ}) tab.
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Filz Help

Rotor-Gene AssayManager

» G{ E IT | o*

Archive Service Configuration M lopment

Setup

User Management Cycler Management Archive Management Assay Profiles.

Report Profiles

Report profile L.I
ientieperRng: v R SIS ( Seot | [ oo | (R
D]
Content selection Options
[#] Assay Information Table columns
| Experiment Information
& Expe [ Color
[ Graphics TR

E Assay type specific information
External Contrels - Overview E Result

() Show sample result only
© Show target rezult only

@ Show sample result and target result
™ Test Resulis - Overview
Internal Control

[¥] Test Results - Details

[ External Controls - Details

(®) Show IC in the table

g (O Do not show IC in the table
Audit Trail

2.

4.
5.

By default a new report profile template is selected in the "Report profile" drop-down
menu (f&) called *NewReportProfile with all content selection options activated. If
another report profile was selected before, a new report profile can be generated by
clicking "New profile" ([2Y).

Deactivate the check box of an item in the content selection or options area to exclude it
from the report file. Only items with activated check box will be included in the report.

Note

The option "Sample result" is only useful for experiments where Rotor-Gene
AssayManager v1.0 has to evaluate a result for a certain sample ID over different
assays in several rotor positions.

For standard or multiplex assays with one rotor position per sample ID, select the
"Show target result only" radio button in the "External Controls - Overview" and "Test
Results - Overview" sections and deselect the "Sample result" check box in the
"External Contorols - Details" and "Test Results - Details" sections. Otherwise the report
will contain a "Sample result not supported" warning for every single sample.

Click "Save as..." ([€l) to save the report profile.
The "Save report profile as..." dialog is displayed:

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-283



@ Save report profile as...

Report profile name

Lab1

Yo

6. Enter a name for the new profile in the "Report profile name" field ().

7. Click "OK".

8. The report profile is created and listed in the report profiles list (fell).
Report profile
| Lab v |
QIAGEM

Test results only
Amplification plots only

—»|labl

Note

Report profiles delivered by QIAGEN are read-only, i.e., they can only be imported or

deleted.
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1.6.2.2.2 Importing/Exporting a Report Profile

Report profiles can be exchanged between different Rotor-Gene AssayManager v1.0
installations using the report profile import and export function.

Note

The default directory for report profile import and export is set in the # "Settings" tab of the
» "Configuration" environment.

Rotor-Gene Az=ayManager

»w © B OIT [ e

Approval Archive 5 ce Configuration

Report profiles

Rotor-Gene AssayManager
File Help

Report Profiles

Report profile
*NewReportPrafile v e L [ Eor Delete “Savess. |
| D]

Content selection Options

[ Assay Information Table columns
[v] Experiment Information
[l Expe Color
[ Graphics Targst

Assay type specific information
External Controls - Overview E Result

. () Show sample result only
[ External Controls - Details O Show target resut only
@ Show sample result and target result

¥ Test Results - Overview

Internal Control
[ Test Resuits - Details (@ Show IC in the table

= O Do not show IC in the table
[v] Audit Trail
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Step-by-step procedure to import a report profile
1. Change to the "Report Profiles" management screen:
a) Click "Configuration” (I¥) in the main toolbar.
b) Click the "Report Profiles" (IE}) tab.
2. Click "Import" (iH).
The file dialog is opened.

® Report profile to import

Look in [C: v l
Path oy
Mame a | Last modified ™
) | _backup D6.03.2012 10:15:44 []
) | _language OK 31.01.2012 15:35:03
[]oos_nes 20.03.2012 14:16:34
) | 16_GB_SD-Karte_touch_hd 31.01.2012 15:37:14
) | 2read 2012 16.02.2012 07:43:30
) | 8959cD46cedd21b0b18d 10.02.2012 13:43:52 v
File name File type
[ i files (~.irp) v |
O e

3. Change to the directory containing the report profile you want to import. Select the
report profile and click "Open".
The selected report profile is loaded and added to the list of available report profiles in

the drop-down menu ([&).

Note

The maximum path length including the report file name must not exceed 256
characters.

Step-by-step procedure to export a report profile
1. Change to the "Report profiles" management screen:

b) Click "Configuration" (IN) in the main toolbar.

c) Click "Report Profiles" (I-¥) tab.

2. Select the report profile to be exported from the "Report profile" drop-down menu (Fel).

3. Click "Export" (I2Y).
The file dialog is opened.
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@ Specify the report profile export destination.

Look in [C: v l
Path GC:
Name a | Last modified A
) | _backup 06.03.2012 10:15:44 [l
) | _language_ OK 31.01.2012 15:35:03
) | DD5_files 20.03.2012 14:16:34
) | 16_GB_SD-Karte_touch_hd 31.01.2012 15:37:14
J | 2read_2012 16.02.2012 O7:43:30
) | 2959c046cetd21b0b18d 10.02.2012 13:43:52 v
File name File type
| No Content | [ inp files (*.irp) v ]

4. Change to the target directory, and click "OK".
The report profile is saved to the selected directory. The file extensions is *.irp.

Note
Report profiles delivered by QIAGEN are read-only and cannot be exported.
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1.6.2.2.3 Deleting a Report Profile

Obsolete report profiles can be removed using the delete function.

Rotor-Gene AssayManager
File Help

BT e

Archive Service Configuration Development

Report profile L.I
[NeaReporPrfie V) i e (Fe ) oo ) (L
[
Content selection Options
[#] Assay Information Table columns
[#] Experiment Information
Golor
[¥] Graphics b Target

E Assay type specific information
E External Controls - Overview E Result

(O Show sample result only
[¥] External Controls - Details ©) Show target result anly

@ Show sample result and target result
™ Test Resulis - Overview
Internal Control

[#] Test Results - Details (®) Show IC in the table

g (O Do not show IC in the table
] Audit Trail

Step-by-step procedure to delete a report profile
1. Change to the "Report Profiles" management screen:
a) Click "Configuration" (M) in the main toolbar.
b) Click the "Report Profiles" (IE}) tab.
2. Select the report profile to be exported from the report profile menu ([&l).
3. Click "Delete" (IPX).

The following confirmation dialog is opened:
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@ Confirmation

This report profile will be deleted. (350020)

4. Click "OK".

The selected report profile is deleted and removed from the report profile drop-down

menu ([e).

1.6.2.3 Managing Cyclers

Rotor-Gene AssayManager v1.0 can manage and operate up to 4 different Rotor-Gene Q

instruments in parallel. The cyclers can be configured and managed in the "Cycler

Management" tab of the "Configuration" environment.

Rotor-Gene AssayManager

Filz Help

™

Approval

Cycler Management

=

Archive Service

Configuration De pment

Registered cyclers
Position Name

| Cyeler 1
| Cycler 2
| | Cyeler 3

H | Cycler 4

Serial number

01210

0409102

1209103

1109104

Verification comment for selected eycler

Optical configuration

Gplex
Splex
Splex HRM

Splex HRM

MNext verification

16.06.2012 [58 day(s)]
18.06.2012 [80 day(s)]
20.06.2012 [£2 day(s)]

22.06.2012 [64 day(s)]

Cycler status

Ready
Ready
Ready

Ready

Actions

ZIx]
1]
71X
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Tasks related to managing cyclers

# Adding a cycler

P Editing cycler settings

# Removing a cycler

Possible cycler states are:

Status

Offline

Ready

Loaded

Needs verification
Running

Run stopped

Run complete
Run failed

Run stopped, cycler
disconnected

Run complete, cycler
disconnected

Run failed, cycler
disconnected

Description

The cycler is either connected or not connected but not turned
on.

The cycler is activated and ready.

The cycler is loaded.

The cycler needs to be verified.

The cycler is performing a run.

The cycler was stopped, but has not been released yet.
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.

1.6.2.3.1 Adding a Cycler

Step-by-step procedure to add a cycler
1. Connect the USB cable supplied to a USB port of the computer.
2. Connect the USB cable to the back of the Rotor-Gene Q.

3. Connect the Rotor-Gene Q to the power supply. Connect one end of the AC power cord
to the socket located at the rear of the Rotor-Gene Q and the other end to the AC power

outlet.
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4. If not already done, install Rotor-Gene Q software version 2.1, or higher. The driver is
installed automatically with the software.

5. Once the software has been installed, switch on the Rotor-Gene Q by moving the switch,
located at the back on the right hand side, to the "On" position.

Note
For details about hardware installation and the installation of the Rotor-Gene Q software,
refer to the Rotor-Gene Q user manual.

6. Open Rotor-Gene AssayManager v1.0.

Rotor-Gene AssayManager

» % B OIT e W

Setup Approval Archive Service Configuration Development Cycler 1

User Management Archive Management | Assay Proflee | Report Profilee

Cycler Management

Registered cyclers r:l’ ‘
Position Mame Serial number Optical configuration Mext verification Cycler status Actions
| Cyeler 1 0112101 Gplex 16.06.2012 [58 day(s)] Ready
| | Cycler2 0409102 Splex 18.06.2012 [60 day(s)] Ready m
| | Cycler 3 1209103 Splex HRM 20.06.2012 [62 day(s)] Ready ﬂ
W | Cyclerd 1109104 Splex HRM 22.06.2012 [64 day(s)] Ready z m
Verification comment for selected cycler

7. Change to the "Cycler Management" screen:
a) Click "Configuration" (M) in the main toolbar.
b) Click the "Cycler Management" (IE}) tab.

Note
The cycler must be connected to the computer and switched on before it can be registered
in Rotor-Gene AssayManager v1.0.

6. Click the "Edit cycler" icon (f@l) of an empty row.
7. The "Edit cycler" dialog is shown:
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@ Edit cycler

Position

Name Serial number

[.] Cycler 1 0112101

Optical configuration

aplex

Next verification Days until next verification

s

Verification comment

8. Enter a name with up to eight characters in the "Name" field ([[BY) and the serial number
of the connected Rotor-Gene Q in the "Serial number" field ([Jl). The optical
configuration of the cycler will automatically be recognized by the Rotor-Gene
AssayManager v1.0 once the name and serial number are entered.

9. Optional: Enter a date when the cycler needs next verification in the "Next verification"
field (Ifl) and a verification comment. The comment field can be used to specify what
kind of verification shall be performed at the defined date.

10.Click "OK" to add the Rotor-Gene Q to the "Registered cyclers" table.

Note

If more than one cycler is registered in Rotor-Gene AssayManager v1.0, we highly
recommend labeling each cycler prominently on the front instrument housing with the
specific name given during registration. This eases identification of cyclers when loading or
when several cyclers are running in parallel and omits to refer back each time to the serial

number on the type plate.

Related topics

P Setting up a run
b "Cycler" environment

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-292



1.6.2.3.2 Editing Cycler Settings

Step-by-step procedure to modify a cycler's settings
1. Change to the "Cycler Management" screen:

a) Click "Configuration" (M) in the main toolbar.

b) Click the "Cycler Management" (IE}) tab.

Rotor-Gene AszsayManager

» ¥ B OIT o® V74 =)

Setup Approval Archive Service Configuration Development Cycler 1

User Managament Archive Management Assay Profiles Report Profiles

Cyecler Management

Registered cyclers Ii’ ‘
Position Mame Serial number Optical configuration Mext verification Cycler status Actions

| Cyeler 1 0112101 Gplax 21.05.2012 [59 day(s)] Ready n

| Cycler 2 0409102 Splex 23.052012 [61 day(s)] Ready n

u Cycler 3 1209103 Splex HRM 25.05.2012 [63 day(s)] Ready

Verification comment for selected cycler

Click the "Edit cycler" icon (@) of an already registered cycler.
The "Edit cycler" dialog is shown.
The cycler name, the next verification date, and the verification comment may be edited.

ok WD

Click "OK" to update the cycler configuration.

Related topics
P Setting up a run
P "Cycler" environment

1.6.2.3.3 Removing a Cycler

Note
Cyclers can only be removed if they are offline, ready, or in status "needs verification".

Step-by-step procedure to remove a cycler
1. Change to the "Cycler Management" screen:
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a) Click "Configuration" (M) in the main toolbar.
b) Click the "Cycler Management" (1) tab.

Rotor-Gene AssayManager
Filz Help

Registered cyclers ﬁ’
Position Hame Serial number Optical configuration Next verification Cycler status Actions
u Cycler 1 0112101 Gplex 16.06.2012 [S& day(s)] Ready
u Cycler 2 0409102 Splex 18.06.2012 [60 day(s)] Ready ? x
| Cycler 3 1209103 Splex HRM 20.06.2012 [62 day(s)] Ready ? x -
= 4

Verification comment for selected cycler

2. Move the mouse to the row containing the cycler to be removed from the "Registered
cyclers" table.

3. Click the "Remove cycler" button (ell).
The following confirmation dialog is opened.

@ This cycler will be deleted.

Position Mame Serial num ber

B Cycler 3 1209103

4. Click "OK". The selected cycler is removed from the "Registered cyclers" table and cannot
be used anymore.
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Related topics
P Setting up a run
P "Cycler" environment

1.6.2.4 Managing Users

A user with the assigned role "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.

Rotor-Gene AssayManager

File Help

2 == -

Setup Approval Archive Service Configuration Development

User Management Cycler Management Archive Management Asgsay Profiles Report Profiles

Registered users

User ID & First name Last name

' 5U John Doe

Tasks related to managing users

P Creating a user profile

# Changing user profile settings

P Activating/deactivating a user profile

P Setting password policies and auto-lock timer

1.6.2.4.1 Creating a User Profile

Step-by-step procedure to create a user profile
1. Change to the "User Management" screen:

a) Click "Configuration" (M) in the main toolbar.

b) Click the "User Management" (IE8) tab.
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Rotor-Gene AssayManager
File Help

ay Profiles

; |
Registered users ﬁ
User 1D a |First name Last name Roles

LY. 1] John Doe Superlser

[¥] Show only activated user profiles Refresh list —E
m User Defined Test Mode

2. Click "New user..." (o).
3. The "Add user" dialog is shown:

C

@ Add user

First name Roles —
m | | [] Administrator

Last name L] Approver

[] AssayDeveloper

E | | [ operator

User ID [ Superidser -
& | |

Password
| |

Confirm password —

[ Activate user

Messages
A
Enter 2 valid first name (1-50 characters). (150040} @
Enter & valid last name (1-50 characters). (150041) v

4. Enter the first name, the last name, and a user ID in the corresponding fields [2Y, I,

and [ d.
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5. Enter a password in the "Password" field (€ll), and enter it again in the "Confirm
password" field (IEH).

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.

6. The "Activate user" check box (Illl) is activated by default. To create a deactivated user
profile, deactivate this check box.

7. Activate the check boxes of the role in the "Roles" table that will be assigned to the user
(M) It is possible to assign multiple roles to a user.

8. Click "OK".

The new user profile is added to the "Registered users" table.

Note

» The user must change the password at the first login.

= Password rules can be set up in the P "Configuration" environment in the # "Settings"
tab.

Related topics

# Configuration - managing users
F User roles

1.6.2.42 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
Roles
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Step-by-step to modify user settings

1. Change to the "User Management" screen:
a) Click "Configuration" (M) in the main toolbar.
b) Click the "User Management" (IEX) tab.

Rotor-Gene AssayManager
File Help

» ¥ B OIT | e

Setup Approval Archive Service Configuration Development

User Managemen: | Cycler Management | Archive Management | Assay Profles | Report Proies |

Registered users [h

User ID a | First name Last mame Roles

w5l John Doe Superlser E——E

[#] Show only activated user profiles Refrash list
@ User Defined Test Mode

2. Click the "Edit User" icon (f®l) of a user profile.
3. The "Edit User" dialog is shown:
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@ Edit User

D)

(E

:

First name Roles
‘ John [ Administrator
[] &pprover
Last name D
AssayDeveloper
‘ Doe
[] ©perator
[¥] SuperUser
Password

Confirm password

' Activate vssr

CK

“Cancel

N

possible to assign multiple roles to a user.

8. 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 - managing users

P User roles

. If applicable, modify the name of the user in the fields [3Y and [H.
5. If applicable, enter a new password in the "Password" field ([@l), and enter it again in the
"Confirm password" field ([el).

6. Toggle the "Activate user" check box (lEll) to change the activation status of the user.
7. If applicable, modify the check boxes in the "Roles" table ([ll) according to the needs. It is
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1.6.2.4.3 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 currently not logged in can be changed.

Note
To make deactivated user profiles visible under "Registered users", deselect "Show only
activated user profiles".

Rotor-Gene AszayManager
File Help

2 = |

Setup Approval Archive Service Configuration Development

User Management Cycler Management Archive Management Assay Profiles Report Profiles

Registered users [h
User IO a | First name Last mame Roles

Sl Jaohin Doe Superser E—

Show only aclivated user profiles Refresh list

i User Defined Test Mode

Step-by-step to deactivate a user

1. Change to the "User Management" screen:
a) Click "Configuration" (I¥) in the main toolbar.
b) Click the "User Management" (IEX) tab.

2. Click the "Edit User" icon (@) of a user profile.

3. The "Edit User" dialog is shown:
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@ Edit User

Confirm password

First name Roles
John [[] Administrator
[] Approver
Last name D
AszayDeveloper
Doe
] Operator
[¥] SuperUser
Password

[I | Activale user

OK

=

4. Uncheck the "Activate user" check box ([Y) to deactivate the user profile.

5. Click "OK".

The user profile is deactivated. lts status icon in the "Registered users" table changes from

v to [,

Step-by-step to activate a user
1. Change to the "User Management" screen:

a) Click "Configuration" (I¥) in the main toolbar.

b) Click the "User Management" (I¥) tab.

2. Ensure that the check box "Show only activated user profiles" is unchecked to make

deactivated user profiles visible.
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3. Click the "Edit user" icon (@) of a deactivated user profile.
4. The "Edit User" dialog is shown:

a) Activate the "Activate user" check box (M) to activate the user profile.
b) Click "OK". The status icon in the "Registered users" table changes from =l to .

1.6.2.4.4 Setting Password Policies and Auto Lock Timer

A user with assigned role "Administrator" can set up password policies and the auto-lock
timer in the "Settings" tab of the "Configuration" environment.

Passwords for user profiles have to be changed after the specified number of days. The
administrator can also define that # CLIA compliant password rules must be applied for

password creation.

The auto-lock timer locks the application after a certain time without user interaction.

Rotor-Gene AssayManager
File Help

2= -

Setup Approval Archive Service Configuration De pment

U TITEYE OTigored
J J User management

Password renewal interval
days

D Use CLIA compliant password rules

Report concluding image

Auto-lock timer

minutes

Mo Image Configured
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Step-by-step to set the password renewal interval
1. Change to the "Settings" screen:

a) Click "Configuration” (I¥) in the main toolbar.

b) Click the "Setting" (IE¥) tab.

2. Go to the "User management" group box. Enter the number of days in the "Password
renewal interval' field (@) after which the password for user profiles should expire.

Note
Entering a value of O means the password will never expire.

Step-by-step to activate CLIA compliant password rules
1. Change to the "Settings" screen:

b) Click "Configuration" (IN) in the main toolbar.

) Click the "Setting" (IE¥) tab.

2. Go to the "User management" group box, and activate the check box "Use CLIA
compliant password rules" ([2Y).
The user is required to use CLIA compliant passwords.

Further information on password rules can be found under # Password policy.

Step-by-step to set up the auto-lock timer

1. Change to the "Settings" screen:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "Setting" (IEX) tab.

2. Go to the "User management" group box, and enter the number of minutes after which
the application will be locked in the "Auto-lock timer" field (). After the specified time
without user interaction, the application will be locked.

Note

Entering a value of 0 means the auto-lock timer is deactivated and the user is never
logged out automatically.

Related topics
P Configuration - managing users
P User roles

1.6.2.5 Managing Archives

Rotor-Gene AssayManager v1.0 creates archives to save and archive experiment data with
a size of up to 10 GB each. A new archive is created automatically when the archive
currently used is full.
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When filtering for specific experiments in the "Archive" environment, only activated archives
will be browsed. By default this is the archive currently in use. If searching becomes too slow
due to increasing data sizes, archives can be deactivated. It is possible to include deactivated
archives in the browsing process by reactivating them in the "Archive Management" tab of
the "Configuration" environment.

Note

Browsing in several archives will slow down the search time of Rotor-Gene AssayManager
v1.0.

0

Rotor-Gene AszayManager

¥ B IT o W =

Approval Archive Service Configuration Development Cycler 1

Settings User Management Cyeler Management Archive Management Azsay Profiles Report Profiles

Archive management m
Mame a Time period
[#] |Archive Mo 001 from 17.04.2012 - 08:30

Refrash list m

i User Defined Test Mode

Step-by-step procedure to activate or deactivate an archive
1. Change to the "Archive Management" screen:

a) Click "Configuration" (M) in the main toolbar.

b) Click the "Archive Management" ([E}) tab.

The "Archive Management" screen contains a table listing all existing archives. A check
box at the beginning of every row (@) indicates if an archive is activated or deactivated.

If check box is... Archive is...
Checked Activated
Unchecked Deactivated
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2. Check the check box of archives to be activated. Uncheck the check boxes of archives to
be deactivated.

3. Click "Save" ().

Related topics
# Configuration - managing archives
P Filtering for experiments

1.6.2.6 Customizing Settings

A user with the assigned role "Administrator" can customize the settings in the
"Configuration" environment. The settings are divided into two sections, "Global settings" and
"Local settings":

» "Global settings": Global settings are stored in the database and affect all clients using the
database.

» "Local settings": Local settings affect only the specific computer.

For details, see P Settings.

1.7 Maintenance

Both the Rotor-Gene Q cycler and the computer running the Rotor-Gene AssayManager
v1.0 need to be maintained. Details can be found in the relevant manuals.

Rotor-Gene AssayManager v1.0 is a software and does not need to be maintained in
general. However, the database may need to be maintained.
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Maintaining the database

Important

* |t is important to back up the database: in case of a computer failure you are able to
recover your data from your last backup.

® |t is not possible to backup the content of the computer’s hard disc directly to get a
backup of the database.

The Rotor-Gene AssayManager (RGAM) Backup Tool software has been specifically
developed for use with the Rotor-Gene AssayManager v1.0 software.

RGAM Database Backup Tool is software for automatic backup creation of the Rotor-Gene
AssayManager database (Microsoft® SQL Server® Express) using Windows® Task
Scheduler. The RGAM Database Backup Tool has the functionality to restore previously
created backup files automatically.

For maintaining the database, download the RGAM Database Backup Tool software on the
QIAGEN webpage. Refer to the RGAM Database Backup Tool User Manual for further
information.

1.8 Troubleshooting

This section provides information about what to do if an error occurs when using Rotor-
Gene AssayManager v1.0.

Resolving error messages and warnings

Error messages and warnings are displayed when a problem occurs during the operation of
Rotor-Gene AssayManager v1.0. All messages have an error ID, which is displayed at the
end of the error message. It is possible that several errors are combined in only one
message. Refer to the error IDs listed in this section if an error message or warning appears.
If error messages or warnings appear that are not listed here or if the error cannot be

resolved, note the error ID, the error text, and the steps leading to the error. Then contact
QIAGEN Technical Services.

Note

If QIAGEN Technical Services needs to be consulted for troubleshooting of an error, note
the steps leading to the error and the information from any dialog boxes that appear (or at
least the error IDs). This will help the QIAGEN Technical Service Specialist to resolve the
error.

If there are problems with a specific experiment, create a support package and send it to
QIAGEN Technical Services.

Creating a support package
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Rotor-Gene AssayManager v1.0 provides the possibility to create support packages
containing all relevant information about a specific experiment. Depending on the approval
status of the erroneous experiment, either go to the "Approval" or "Archive" environment,
select the correct experiment, and start the approval process or let the assay data be
displayed, respectively. Click "Create support package..." af the bottom left of the screen to
create a support package for the selected experiment.

Create support package. ..

A dialog opens for selecting a file name and the directory where the support package will be
saved. The default support package file name contains the experiment name followed by the
assay profile name, the current date, and time.

@ Save support package

Look in [C: L ) l
Path  C:
Name a | Last modified ik
1 | Recycle.Bin 1472012 9:42:55 AM []
| | 129be2feBd3F1b5dB4cdd 111072011 2:54:54 PM
| | 6681079d792d321795%a3d7e0a2cEl 10142011 5:38:21 PM
J [ ck 326/2012 10:05:34 AM
) | Decuments and Settings THM472009 6:53:55 AM
| | f4dEefalb2debddeefdTc40d21 32602012 4:08:51 PM v
File name File type
SYBR_7c_20120405_1026_2PlexGPlexAP_04052012_11 [ zZip files (*.zip) ¥ ]

O Cancel™|

The support package will be saved as a single file containing all relevant information about
the experiment. This file can be attached to an email and sent to QIAGEN Technical
Services for troubleshooting.

Note for laboratories using several installations of Rotor-Gene AssayManager
v1.0

A support package should always be created at the computer that was connected to the
Rotor-Gene Q during processing the erroneous experiment to ensure that all relevant
information are included.
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1.8.1  System Setup

This section contains information about potential errors during system setup.

Error description

Computer or Rotor-Gene Q
does not turn on

Rotor-Gene AssayManager v1.0
cannot communicate with the
cycler

Rotor-Gene AssayManager v1.0
does not start

a) Rotor-Gene AssayManager
v1.0 is not installed

b) Old version of Microsoft
Windows

c) No plug-in installed

d) Different versions of core
application/plug-in

Rotor-Gene AssayManager v1.0
does not work properly and
freezes before the user can log-
in

Comments and suggestions

Check the power connection. The power cable might
be loose or faulty. Reconnect or replace the cable.

Check the cable connection between Rotor-Gene Q
and the computer. The USB cable might be loose or
faulty. Reconnect or replace the cable. Only use
cables and accessories supplied by QIAGEN that are
dedicated for connecting the Rotor-Gene Q. Switch
off the Rotor-Gene Q and switch it back on again.
Close the Rotor-Gene Software, if applicable. Restart
Rotor-Gene AssayManager v1.0.

Install Rotor-Gene AssayManager v1.0.

Rotor-Gene AssayManager v1.0 can only be
operated with Windows 10.

Rotor-Gene AssayManager v1.0 consists of the core
software and plug-ins with application specific
components. Besides the core software, at least one
plug-in must be installed to be able to use Rotor-
Gene AssayManager v1.0.

All Rotor-Gene AssayManager v1.0 installations that
use the same database must have installed:

* the same plug-in versions

* the same core version.

Note: "Same version" means all 3 parts of the version
number must be the same. Even maintenance
upgrades must be executed simultaneously on all
machines.

Rotor-Gene AssayManager v1.0 is only compatible
with Windows 10. Update your computer to Windows
10, install Rotor-Gene AssayManager v1.0 on
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another computer with a compatible Windows

version.

1.8.2  Operation

This section contains information about potential errors during operation of Rotor-Gene

AssayManager v1.0.

Instrument-related errors

Error description

No or weak fluorescence signal detected

Erroneous instrument performance

Run cannot be started

Comments and suggestions

Open the lid of the Rotor-Gene Q and
ensure that the lenses, located at both the
emission and the detection source, are
clean. This is achieved by gently wiping a
cotton tip applicator, moistened with
ethanol, over the lenses. For details see the
Maintenance section of the Rotor-Gene Q
user manual.

Keep the work bench area clean and free
from dust and sheets of paper. The air inlet
of the Rotor-Gene Q is at the bottom.
Loose material such as paper or dust may
compromise performance.

Close the lid of the Rotor-Gene Q before
starting a run.

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-309



Software-related errors

Error description

Second Rotor-Gene AssayManager v1.0
installation cannot access data from
another installation

QIAsymphony AS result file cannot be
imported to Rotor-Gene AssayManager
v1.0

The background in plots is printed in black

Comments and suggestions

If several Rotor-Gene AssayManager v1.0
installations are used, ensure that core
software and plug-ins of all installations
have exactly the same version. Software
upgrades have to be applied simultaneously
to all computers sharing Rotor-Gene
AssayManager v1.0 data.

Rotor-Gene AssayManager v1.0 is only
compatible with QlAsymphony software
version 4.0 or higher. Update your
QIAsymphony system to the latest software
version.

Furthermore the QlAsymphony AS result file
has to match an assay profile in the Rotor-
Gene AssayManager v1.0 database.

Some printer drivers are configured in a
way that transparent background colors,
which are used in the Rotor-Gene Assay
Manager plots, are printed in black. Check
the manual of your printer how to change
this configuration.

Technical background: To ensure that the
displayed results of the plots are exactly the
same as the printed

reports, the background colors need to be
transparent.
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General errors

Error description

Incorrect rotor loading

Missing locking ring

Rotor not completely filled

The bar code of a QIAGEN kit cannot be
read using the handheld bar code scanner

Login error

Sample position is incorrect

Comments and suggestions

Load tubes and Rotor-Discs in the correct
orientation into the rotor ensuring that
each tube sits correctly in place. Samples
will not optimally be aligned over the
detection system if not placed correctly in
the rotor. This could result in a reduction of
the acquired fluorescence signal and the
detection sensitivity.

Always attach the dedicated locking ring to
the rotor before starting a run. The locking
ring ensures that caps remain on tubes
during a run and that tubes or Rotor-Discs
sit correctly in place.

To achieve maximum temperature
uniformity, each position in the rotor must
contain a tube. Filling all positions in the
rotor ensures even airflow to every tube.
Keep a set of empty capped tubes available
that can be used to fill any unused
positions.

Make sure that the handheld bar code
scanner is correctly connected to the
computer and configured properly, e.g.,
data will be sent after pressing "Enter". Try
to read other bar codes with the scanner.
Ensure that all bar codes can be easily
read.

Check whether the user name is correct.
Make sure to enter the correct password.
Note that after 3 unsuccessful log-in
attempts the user profile will be locked. In
that case another registered user with the
role of an administrator has to re-activated
the user profile.

When setting up an experiment be sure to
place the reaction tubes in the correct
positions of the rotor. During work list
setup, the sample details and their

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-311



respective positions can be displayed or
printed using the "View sample details..." or
the "Print work list..." button, respectively. If
using strip tubes, 0.1 ml, be sure not to
invert the strip tubes during transfer from
assay setup to the rotor.

1.8.3  Error Messages and Error Codes

The source of a message is indicated in the error ID. The general structure of an error ID is:

Error icon Error headline

Error/warnings text ——= Enter a valid password. Insert password
rules. (1010026}

Errar ID

L A

The following list provides all error messages that might occur during operation of Rotor-
Gene AssayManager v1.0. In case QIAGEN Technical Services needs to be contacted,
provide the service specialist with the following information:

» Actions performed before the error message occurred

= Error ID

Note

The error ID is unique and helps QIAGEN Technical Services to clearly identify the error
message.

Error ID Error Text
30000 Failed reading the permissions file {0}.
30002 The permissions file {0} has an invalid document format.

30006 Could not find the permissions file {0}.
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Error ID Error Text

30007 Assign at least one role to user {0}.

30008 The following roles in the database are obsolete: {0}. Contact QIAGEN
Technical Services.

30009 Could not find the following role '{0}" in the database. Contact QIAGEN
Technical Services.

30011 The database connection is lost. The session has to be closed. Unsaved data
are discarded. Contact your system administrator to fix the problem and log
in again. Running experiments will continue; they will be saved automatically
into the database as soon as the connection is restored.

30013 The application initialization failed because the database connection is not
available. The application will exit now. Contact your local administrator.

30014 Could not log-in to the application. The database connection is lost. Contact
your local administrator.

30015 Runs which were not finished during the time of the database connection loss
will now finish and all data will be stored to the database.

30017 Rotor-Gene AssayManager is already started on this computer

30018 Wrong Silicon Laboratories CP210x driver version was found on the system.

CP210x driver of either version 5.4.29 or 6.5.3 should be installed. Please
remove the wrong CP210x drivers and restart the application. The
application will exit now.

30019 Silicon Laboratories CP210x driver of version 5.4.29 or 6.5.3 was not found
on the system. Please install the driver and restart the application. The
application will exit now.

30020 Rotor-Gene AssayManager requires at least the following plug-in versions:
{0} Please update the plug-ins to the listed version.

30023 Wrong Silicon Laboratories CP210x driver version was found on the system.
CP210x driver of either version 6.5.3 or 6.7.4 should be installed. Please
remove the wrong CP210x drivers and restart the application. The
application will exit now.

30024 Silicon Laboratories CP210x driver of version 6.5.3 or 6.7.4 was not found
on the system. Please install the driver and restart the application. The
application will exit now.

30025 Wrong Silicon Laboratories CP210x driver version was found on the system.
CP210x driver of either version 6.7.4 should be installed. Please remove the
wrong CP210x drivers and restart the application. The application will exit
now.

30026 Silicon Laboratories CP210x driver of version 6.7.4 was not found on the
system. Please install the driver and restart the application. The application
will exit now.

110000 The new assay profile failed. Check the assay profile content and load again.

110003 The entered assay profile name is invalid. Enter a valid assay profile name (1-
50 characters).
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Error ID Error Text

110004 The entered short name is invalid. Enter a valid short name (1-6 characters).
110005 Assay profile could not be loaded.
110006 The assay profile could not be saved. The system could not write to file

system. Contact your local administrator.

110007 The required plug-in {0}, version {1}, for the selected assay profile is not
available. Ask your software administrator to install the plug-in.

110008 In Closed Mode only assay profiles distributed by QIAGEN can be loaded.
The selected file is not a QIAGEN original file. Switch to User Defined Test
Mode to open the selected assay profile.

110009 In User Defined Test Mode (UDT Mode), you cannot load profiles distributed
by QIAGEN for Closed Mode. The file will not be loaded. Log in in Closed
Mode to load this file.

110010 The signature of the file is invalid. It will not be loaded. Provide a valid

signature.

110019 The selected assay profile contains an unknown rotor type. Select a different
assay profile.

110020 The incomplete assay profile will be saved but cannot be used until finished.

110035 The given concentration must be between 0.000000001 and
999999999999999.

110036 The selected run template cannot be used with the selected plug-in "{0} {1}
{2}".

110038 The run profile could not be loaded. The optical configuration does not
match any of the cyclers currently available.

110039 The run profile could not be loaded.
110040 The optical configuration is unknown.

110043 Enter a valid number for the relative tube position. The relative tube position
must not be greater than the number of tubes defined in the sample.

110044 The run template of the current assay profile does not match the run settings
of the .rex-file.

110048 One or more steps in the assay profile editor are invalid. Correct these invalid
steps to start the assay profile tester.

110049 The .rex file at {0} cannot be accessed. Check if the .rex file path is correct.

110055 The color channels of the run profile of the current assay profile do not match
the .rex file color channel {0}. Select another assay profile or .rex file.

110056 The samples of an assay must be arranged without gaps. At .rex file tube
position {0} on page {1} a sample is positioned after a gap.
110057 Based on the assay profile, a {0} sample is expected in .rex file tube {1} but

the .rex file contains a {2} sample. Adjust the assay profile or select another
.rex file.

110058 There is no plug-in available with name {0}, version {1} and application
mode {2}.
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Error ID Error Text

110059 The signature of .rex file {0} is invalid. It cannot be loaded. Select another
.rex file.

110060 The samples of an assay must be arranged without gaps. The .rex file page
{0} contains empty tubes that do not reach the end of the file.

110061 Not all control samples of the current assay profile are specified in .rex file.
Adjust the assay profile or select another .rex file.

110072 A .rex file was loaded, but the analysis cannot be started. Reasons:

110073 The selected .rex file could not be loaded. Reasons:

110083 The assay name must be filled in, not only with space characters.

110084 The assay short name must be filled in, not only with space characters.

110085 The Target name must not contain only space characters.

110086 The sample name must not contain only space characters.

110088 Assay profile version '{0}' does not match with the current Rotor-Gene
AssayManager version.

110092 This assay profile was created with plug-in {0} version {1} and application
version '{2}' and cannot be upgraded.

110093 The assay profile could not be mapped to the .rex file. Adjust the assay profile
or select another .rex file.

130220 At least one error still exists (see messages). Please fix error(s) first, before
settings can be saved.

150001 There is already a profile in the database with the same name and version.
The file you selected will not be imported.

150006 File {0} does not exist.

150007 The signature of the file is invalid. The file will not be imported. Provide a valid
signature.

150008 The resource has an invalid document format. Contact QIAGEN Technical
Services.

150012 Enter a valid path to the startup directory of the dialog.
150021 The profile name is too long.
150022 This cycler name is already in use. Enter a different cycler name.

150023 There is no cycler with the serial number {0} connected. Enter the correct
serial number.

150028 Enter a valid serial number.

150029 The file contains an incomplete or invalid assay profile. The file will not be
imported.

150030 Enter a valid assay profile path.
150032 The file cannot be read. It will not be imported.

150033 The signature of the file is invalid. The file will not be imported. Provide a valid
signature.
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Error ID Error Text
150034 The plug-in required by the selected assay profile is not installed. Install the
required plug-in and repeat the import of the assay profile.

150035 In Closed Mode, you can only import profiles distributed by QIAGEN. The file
you selected will not be imported. Log in in User Defined Test Mode to import
this file.

150036 In User Defined Test Mode, you cannot import profiles distributed by
QIAGEN for the Closed Mode. The file you selected will not be imported. Log
in in Closed Mode to import this file.

150037 Assay profile could not be loaded.{0}

150038 The selected assay profile contains an unknown rotor type. Select a different
assay profile.

150043 Assay Profile could not be imported.

150047 The entered passwords do not match. Enter and confirm password again.

150050 The password must not be the same as the user ID. Enter a different
password.

150065 Enter a valid e-mail address with the format: name@example.com.

150084 Enter a valid number in the ,Auto-Lock timer” field (0-60). 0 means the
application is never locked.

150087 Enter a valid password renewal interval (0-999 days). 0 means the password
never expires.

150095 Shorten the verification comment to max. 256 characters.

150113 {0} could not be loaded. The file reading failed. Select a different image file.

150114 The assay profile could not be activated. It refers to assay parameter set

names already present in the following active assay profile(s): {0}

150115 The assay profile could not be imported. It refers to assay parameter set
name and volume pair combinations already present in the following active
assay profile(s): {0}.

150120 The assay profile is not finalized. Finalize the assay profile.

150134 The Assay profile was created with RotorGene AssayManager version {0},
which is not compatible to the currently installed version {1}.

150138 Assay Profile export failed because: {0}

150142 Enter a valid user ID with at least one non-numerical character (1-40
characters).

150143 The selected assay profile is based on the plug-in "{0}" in version {1}. Install
or update to the most recent, compatible version of this plug-in and repeat
the import of the assay profile.

160000 Failed to read application mode.
160001 Plugin name cannot be empty.
160002 Invalid version information.
160003 Reader cannot be null.
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Error ID Error Text
160004 Sub tree reader cannot be null.

190000 The unique application ID is not stored in the registry. Contact your local
administrator.

190001 Cannot read the unique application ID that is stored in the registry. Contact
your local administrator.

190002 Cannot write Rotor-Gene AssayManager unique application ID to the
registry. Start the application again with administration rights.

190015 File {0} does not exist.
190017 The provided file path is invalid. Enter a valid path.
190018 Path too long. : {0}

190019 The resource has an invalid document format. Contact QIAGEN Technical
Services.

190021 Rex channel reference key not found.
190023 Rex file export failed. Reason: {0}

190024 Experiment validation failed. Reason: {0}
190026 The experiment validity check failed.
190027 Failure to get acquisition channel reference.

190031 The .rex file import created an invalid experiment: {0}. Retry or select
another .rex file.

190032 The .rex file specifies a rotor which is unknown to the system. Select another
rex file.

190034 Signature could not be validated.

190035 Failed reading the file

190036 Signature could not be validated.

190037 The resource has an invalid document format. Contact QIAGEN Technical

Services.
190038 The access to the selected file or folder is denied. Select a different file or
folder.
190039 Unexpected 1/O error with file {0}. Contact QIAGEN Technical Services.
190040 A unsupported operation was called on the file-system or memory resources.

Contact QIAGEN Technical Services.
190041 The directory path to the file {0} does not exist. Select another path.
190043 Destination file {0} already exists at the path {1}.
190044 The file {0} is already used.
190045 File {0} does not exist.
190046 File {0} does not exist at the path {1}.
190047 Invalid argument used.
190048 Path must not contain /.":| 2> <\ and leading white spaces.
190049 The provided file path is invalid. Enter a valid path.
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Error ID Error Text

190050 Invalid path {0} accessed. Access a valid path.

190051 XML signature invalid.

190052 Not supported operation called on the file-system or memory resources.
190053 Path too long. : {0}

190054 The resource has an invalid document format. Contact QIAGEN Technical

Services.
190055 The access to the selected file or folder is denied. Select a different file or
folder.
190056 Unexpected 1/O error with file {0}. Contact QIAGEN Technical Services.
190057 A unsupported operation was called on the file-system or memory resources.

Contact QIAGEN Technical Services.
190060 The sample ID must be filled in, not only with space characters.

190061 A Rotor-Gene AssayManager work list from file {0} cannot be imported. The
work list was exported with a different application mode. Make sure the
application modes are the same.

190062 The Rotor-Gene AssayManager work list from file '{0}' cannot be imported. It
contains assay profiles which are not available. Select another file.

190063 The Rotor-Gene AssayManager work list from file {0} cannot be imported. It
contains assay profiles which are either not installed or deactivated.

190064 The Rotor-Gene AssayManager Work List from file '{0}' cannot be imported,
because it contains a rotor type that is not available.

190065 The Rotor-Gene AssayManager Work List from file '{0}' cannot be imported.
The following error occurred: {1}

190066 The Rotor-Gene AssayManager Work List '{0}' cannot be exported. The
following error occurred: {1}

190067 The file was created using Rotor-Gene AssayManager {0}, it cannot be
opened. Make sure the versions are the same.

190069 Schema validation failed: {0}

190070 Failed reading the file.

190071 XML signature invalid.

190072 The resource has an invalid document format. Contact QIAGEN Technical

Services.
190073 Signature could not be validated.
190074 The optical configuration is unknown. Select a compatible run profile.

190080 This work list cannot be used in {0} mode.

190081 One of the run profiles contains a run profile entry of an unsupported type.
Select another run profile.

190096 The sample transfer volume is invalid. Enter a valid volume (1 — 999 999
999).

190098 The initial elution volume is invalid. Enter a valid volume (1 — 999 999 999).
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Error ID Error Text

190104 The entered reaction volume is invalid. Enter a reaction volume (1 - 100 ul).
190105 The entered reaction volume is already available. Enter a unique reaction
volume.

190121 The file '{0}' does not match the QlAsymphony AS result file specification.
The file cannot be imported.

190123 No active assay profile matches the APS '{0}', the QIAGEN original setting
'not required' and the volume pair '{1} ul, {2} ul' explicitly.

190124 No active assay profile matches the APS '{0}', the QIAGEN original setting
'required' and the volume pair '{1} ul, {2} ul' explicitly.

190125 The referenced assay profiles {0}’ are not compatible to each other.
Reasons:

190126 The assay kit information check of APS '{0}' produced the following errors:

190127 The number of assay points is '{0}'. This number exceeds the number of
tubes on the rotor of the referenced assay profiles '{1}'.

190128 The assay profile '{0}' referenced by APS '{1}'does not refer to exactly one
rotor type.

190129 The assay point arrangement does not match the assay profile ‘{0}’. At
position {1}’ the type ‘{2}' was expected, but the type {3}’ was found.

190131 The QlAsymphony AS result file '{0}' cannot be imported: Reason: '{1}'

190132 The created work list test samples contain replicated sample IDs, but the
referenced Assay Profile '{0}' does not allow this.

190134 The QlAsymphony AS result file at ‘{0}’ contains an invalid checksum. The
file cannot be imported.

190135 The unknown slot name '{0}' is not supported by Rotor-Gene AssayManager.
190136 The number of assay points is '{0}'. This number is not supported.

190137 The unknown sample type '{0}' of assay point '{1}' at position '{2}" is not
supported by Rotor-Gene AssayManager. Select another sample type.

190138 The unknown assay point state '{0}' of assay point '{1}' at position '{2}" is
not supported by Rotor-Gene AssayManager.

190139 The output position sequence of the assay points contains gaps, positions
multiple times or do not start at 1. This is not supported by Rotor-Gene
AssayManager.

190140 The reaction volume of the APS '{0}' is not supported by the corresponding
assay profile '{1}".

190141 The resource has an invalid document format. Contact QIAGEN Technical
Services.

190142 The LIMS file at '{0}' does not match the interface specification. The LIMS file
cannot be imported.

190143 The rotor type is not available in this system.
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Error ID Error Text

190144 The required assay profile '{0}, {1}.{2}.{3}" is not available in this system.
Select another assay profile.

190145 Enter a valid lot number for assay '{0}".

190146 The kit expiry date for assay {0} is expired or not specified. Use a non
expired kit.

190148 The referenced assay profiles are not assay compatible. Reason: The rotor
types do not match.

190149 The QIAlink/LIMS worklist at {0} contains an invalid checksum.

190150 The unknown login mode "{0}" is not supported by Rotor-Gene
AssayManager.

190151 The unknown sample type "{0}" is not supported by Rotor-Gene
AssayManager.

190152 The unknown upstream status "{0}" is not supported by Rotor-Gene
AssayManager.

190153 The export of the QIALink/LIMS result file failed. The samples were only saved
but not released.

190154 The sample arrangement does not match the assay profile '{0}'.

190156 The assay profile {0} does not allow replicates. Remove the replicates.
190157 The file cannot be read. It will not be imported.

190158 The referenced assay profiles are not cycling compatible. Reasons: .
190159 The status of at least one sample is unclear or invalid.

190160 No active Assay Profile matches the APS {0}.

190161 The Rotor-Gene AssayManager work list from file {0} cannot be imported.
Reason: The assay {1} contains an invalid assay kit. Select a work list with a
valid assay kit.

190162 File {0} not found.

190165 The data cannot be used.

190175 There are no test samples, positive or negative extraction controls specified,
but the referenced assay profile ‘{0}’ specifies a sample eluate volume pair.

190176 The specified sample input volume and the eluate volume pair do not match
the assay profile '{0}'. At position '{1} the type '{2}' specifies '{3} ul, {4} ul'
but '{5} ul, {6} ul' was expected.

190178 A work list with the name '{0}' already exists in the database. The file '{1}'
may already have been imported. Create a work list with a unique name.

190180 The file was created using Rotor-Gene AssayManager {0}, it cannot be
opened. Make sure the versions are the same.

190183 The file cannot be read. The system supports interface version {0}, but the
file is designed for version {1}.

190184 The resource has an invalid document format. Contact QIAGEN Technical
Services.
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Error ID Error Text

190187 Autogain is not defined for all channels which are used for acquisitions.
190191 The QIALink/LIMS result file does not specify identical reaction volumes.
190192 The referenced assay profiles are not assay compatible. Reason: The reaction

volumes do not match.

190193 The APS '{0}' do not specify identical reaction volumes.

190194 The Rotor-Gene AssayManager work list from file {0} cannot be imported. It
contains assay(s) with invalid assay profile name.

190195 The Rotor-Gene AssayManager work list from file {0} cannot be imported. It
contains samples with invalid ids.

190196 The QIAlink/LIMS work list at {0} contains samples with invalid ids.

190197 The QIAlink/LIMS work list at {0} contains assay(s) with invalid assay profile
name.

230047 Run Successful

230052 The sample names of assay profile {0} must be unique.
230053 Enter a unique target name.

230060 The profile name is too long.

230062 Enter a valid number for the relative tube position (1 to number of tubes).
230063 Each target can only be assigned once.

230066 The work list assay {0} must contain at least one test sample.

230075 The sample {0} does not contain a target. Define a target for sample {0}.
230077 Assay profile must contain at least one reaction volume entry.

230078 Assay profile must contain at least one rotor type name.

230079 Run profile must contain at least one run profile entry.

230083 The customer support mail address must be between {3} and {5} characters
long.

230089 The given path must be between {3} and {5} characters long.
230090 The given path does not exist. Select another existing path.

230091 The given concentration must be a positive number.

230092 The entered number of tubes is invalid. Enter a valid # tubes (1-100).

230100 Enter a valid number for the given concentration.

230101 Enter a valid number for the relative tube position.

230110 Enter a valid number for the relative tube position. The relative tube position
must not be greater than the number of tubes defined in the sample.

230163 The specified number of repetitions of the cycling run profile must be between
1 and 100.

230164 The specified cycling step duration must be between 1 and 60 seconds.

230165 The specified number of long range cycles of the cycling step must be
between 0 and 100.
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230166 The specified long range duration of the cycling step must be between 0 and
1 seconds.

230167 The specified cycling step temperature must be between 25 and 99 degrees
Celsius.

230168 The specified number of touchdown cycles of the cycling step must be
between 0 and 100.

230169 The specified touchdown temperature of the cycling step must be between
0.1 and 2.0 degrees Celsius.

230170 The specified melt temperature step size must be between 0.02 and 2
degrees Celsius.

230171 The specified melt temperature must be between 25 and 99 degrees Celsius.

270000 The public token of the plug-in does not match with the public token
configured in the database. Plug-in: {0}.

270001 The following plug-ins are missing in the plug-in manager: {0}. Contact your
system administrator to upgrade your installation. The application will exit
now.

270003 RotorGene AssayManager is needed in version {0}, you have installed
version {1}. Please contact your system administrator to upgrade your
installation. The application will exit now

270004 The following plug-in is not found on this system {0}. Please contact your
system administrator to upgrade your installation. The application will exit
now.

310001 Could not load the plug-in assembly.
310002 Could not find the IModule derived class to initialize the plug-in.

310003 The public token of the assembly does not match with the public token in the
list.

310005 Could not find experiment {0}
310006 Plug-in not found for provided key.

310007 Assembly name information does not match with the configuration of the
plug-in.

310011 Error occurred during report generation. Retry report generation.

310015 Failed to create file {0}.

350000 Entered profile name is invalid because this name is always used to show a

new report profile. Enter a different name.

350003 Entered profile name is invalid, because it is a reserved device name. Enter
another name.

350004 The following characters are not allowed: / “ > < | : * 2\ . Enter a different
name without special characters.

350005 Failed to generate report.
350008 The entered profile name is already used. Enter a unique name.
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350010 Failed to generate audit trail report.

350011 File {0} not found.

350013 Failed to create file {0}.

350015 The import of the report profile failed. Reason: {0}
350016 The export of the report profile failed. Reasons: {0}

350018 The resource has an invalid document format. Contact QIAGEN Technical
Services.

350019 Failed to delete the report profile.

350023 The report profile version {0} does not match with the current Rotor-Gene
AssayManager version {1}. Update your report profile version.

350034 Selected report profile is already deleted. Select another report profile.
350035 This profile was supplied by QIAGEN. It cannot be edited.

390000 Select at least one assay profile.

390004 The end date must be after {0}.

390009 Empty sample IDs are not allowed. Enter sample IDs.

390010 At least one sample ID occurs more than once. Enter a unique sample ID.
390013 The start date must be before or equal to the end date.

390014 The start date must be after {0}.

390018 Could not find experiment {0}.

390019 Experiment name is already in use. Use a unique experiment name.

390022 Could not find a matching assay profile in the database for the given
experiment. Select another experiment.

390028 The experiment {0} assay {1} is locked by user {2}.

390029 The assay is locked by user {0}.

390030 The lock for experiment {0} assay {1} was lost. Close the assay and open it
again.

390034 The settings were exported at the time when the support package was

created. Therefore, it is possible that the following settings may differ to the
ones which were active during the run.

390038 Selected assay already released The assay {0} of experiment {1} has already
been released. The approval cannot be started. The assay data can be found
in the archive environment.

390039 Report generation failed. Reason: {0}
390040 Failed to create support package. Reason: {0}

390043 The QIAGEN-Hardware.log was not included in the support package.
Reason: The run was performed on a different machine.

390052 Failed to create log file. Reason: {0}
390054 Copy operation is cancelled. Selected cell(s) should be contiguous.
390063 The .iap file is not included in the support package.
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390064 The settings file is not included in the support package.

430000 The channel {0} does neither have gain nor auto gain. The run cannot be
started.

430001 The required channel {0} on the selected cycler could not be found. The run
cannot be started.

430002 More tubes per sample than expected {0}. The run cannot be started.
Reduce the number of tubes per sample. v

430004 The currently running instrument {0} was disconnected. All experiment data
are invalid. Switch off the cycler, remove the ring, and set up again the assay.

430005 Missing instrument object, when asking for cycling engine.

430006 No cycler device could be found. Restart the application or, if necessary, the
computer and the application. Scan again for connected devices.

430008 COM port {0} is either unknown or no device is connected. Restart the
application or, if necessary, the computer and the application. Scan again for
connected devices.

430010 The process cannot be started. The instrument {0} is already busy with
another process.

430012 The run could not be started on the cycler with the serial number {0}. Make
sure the lid is closed.

430020 Persisting the experiment failed. See error log for details.
430021 Unknown error during run profile execution.

430023 The merged contains a wrong acquisition type: {0}. Expected {1}. The run
cannot be started.

430024 Within one cycle, the runProfileEntrylndex must not change. The run cannot

be started.
430025 The experiment comment must not exceed 256 characters.
430030 The run was stopped. For more information see experiment error log.
430031 The application cannot be closed. Release all instruments before closing the
application.

430032 The cycler with the serial number {0} cannot be modified in the current state.
The current cycler state is: {1}. Contact QIAGEN Technical Services.

430033 The optical configuration with the ID '{0}' is not supported by the system.
Select another optical configuration.

430035 The optical configuration does not match with a previously connected
instrument with this serial number. Check the combination of serial number
and optical configuration of the cycler and remove potentially wrong
configured cycler from the cycler list.

430039 The number of tubes configured in the samples exceeds the capacity of the
rotor. Reduce the number of tubes for that rotor.

430041 The analysis of experiment {0} failed.
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430042 Enter a valid password.

430043 This user is deactivated. Contact your local administrator.

430050 This user was deactivated because the password was entered wrong too
many times. Contact your local administrator. The current session will be
closed.

430051 An error occurred during the initialization of the device. Re-initialize the
cycler.

430053 The run cannot be stopped. Switch off the cycler, switch it back on again, and
restart the application.

430057 The connected cycler reports a firmware version ({0}.{1}.{2}) that is not
supported. The cycler cannot be used.

440000 Invalid input value

440002 Serial number string is null or empty. A valid serial number is expected.

470003 An Experiment with this name already exists in the database.

440009 An error occurred, while updating the experiment after the run was finished.
Error: {0}

470017 No compatible cycler is available at the moment. Wait for a cycler to finish

and release it for further eyperiments.

470018 The chosen experiment name has already been used in the meantime. Select
a different experiment name.

470020 No assay profile present in the work list. Complete the work list setup before
continuing.

470021 The work list has been removed by another user in the meantime. Check
availbale work lists.

470049 The entered bar code is invalid. Scan or enter a bar code with 17-23 digits.
Other characters like letters or special characters are not allowed.

470050 The entered bar code is invalid. Enter the bar code again.

470052 The entered bar code is too long. Enter a valid bar code (17-23 digits).
470053 The entered bar code is too short. Enter a valid bar code (17-23 digits).
470057 The kit lot number is invalid. Enter a valid kit lot number (4-10 digits).
470058 There is no valid kit expiration date provided on assay profile {0}.
470059 There is no kit lot number provided on assay profile {0}.

470063 The entered bar code contains invalid characters within the lot number. The
lot number starts at digit 14 and can be up to 10 digits long. Enter a valid
bar code.

470083 No experiment name is entered. Provide an experiment name.

470084 The experiment name is already in use. Enter a unique experiment name (1-

80 characters).
470085 Valid experiment name, set the current experiments name to {0}.
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470086 The list of experiment names is not yet initialized. This could lead to a
database connection error. Check the database connection or contact

QIAGEN Technical Services.
470087 Sample ID is not valid. Sample IDs for this assay must be unique.

470095 The data from slot '{0}' in QlAsymphony AS result file '{1}' cannot be
imported to a work list.

470098 The entered bar code contains invalid characters within the material number.
The material number starts at digit 1 and must be 7 digits long. Enter a valid
bar code.

470101 The entered material number does not fit to assay profile {0}. It might be
that either a wrong assay profile was selected or a wrong kit.

470102 The entered material number is invalid. Enter a valid material number
(exactly 7 digits).

470103 The material number in the assay profile {0} can contain a maximum of 40
alphanumerical characters.

470104 The kit lot number is invalid. Enter a valid kit lot number on assay profile {0}
(1-40 alphanumeric characters).

470105 The kit lot number is invalid. Enter a valid kit lot number. The kit lot number
on assay profile {0} must contain only alphanumeric characters (1-40).

470106 The material number is invalid on assay profile {0}. Enter a valid material
number (1-40 alphanumerical characters).

470107 The assay profile does not contain material numbers.

470108 The assay profile {0} does not contain material numbers.

470110 Error occurred during report generation. Retry report generation.

470111 Failed to create file {0}.

470115 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?

470116 Copying of the selected cells failed. Only adjacent cells can be copied. Copy
and paste the selected cells individually.

470118 Paste operation is cancelled. Selected cell(s) must be editable for pasting.

470119 Pasting failed. The selected target area is smaller than the clipboard entry.
Select a different target area or reduce data to be copied.

470121 Paste operation is cancelled. Selected cell(s) must be contiguous.
470122 Paste operation is cancelled. Selected cell(s) must be contiguous.
470123 Paste operation is cancelled. Select some cell(s).

470124 Selected work list locked The work list {0} has been locked for editing by user
{1} since the table has been updated. The work list cannot be accessed.

470125 The access protection of work list {0} has been lost due to network problems.
Close and reopen the work list.

470128 There is not enough space for the information to be pasted.
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470129 The database is full. Approve and release experiments in the Approval dialog
to allow new runs.

470131 The work list {0} has already been created in the meantime. Select a different
work list name.

470134 The run cannot be started. The assay profile(s) contained in the work list
might have been deactivated or the work list settings have been changed.

510000 Fatal exception error occured during command execution: {0} Switch off the
cycler, switch it back on again, and restart application. If the error persists,
contact QIAGEN Technical Services.

510001 Fatal exception error occured during command execution: {0} Switch off the
cycler, switch it back on again, and restart application. If the error persists,
contact QIAGEN Technical Services.

510003 Cycler-device generated an error with error code {0}. Switch off the cycler,
switch it back on again, and restart application. If the error persists, contact
QIAGEN Technical Services.

510004 Device was disconnected. Reconnect the device and retry.

510005 Fatal exception error occured during Optical Temperature Verification (OTV)
run: {0} Switch off the cycler, switch it back on again, and restart application.
If the error persists, contact QIAGEN Technical Services.

510006 Fatal exception error occured during assay profile execution: {0} Switch off
the cycler, switch it back on again, and restart application. If the error
persists, contact QIAGEN Technical Services.

510007 Reset cycler status failed. Switch off the cycler, switch it back on again, and
restart application. If the error persists, contact QIAGEN Technical Services.

510008 Fatal exception error occured during command execution. Switch off the
cycler, switch it back on again, and restart application. If the error persists,
contact QIAGEN Technical Services.

510009 Assay profile execution failed with error code {0}. Check the assay profile for
inconsistencies and retry the execution.

510010 Update of OTV-calibration failed!

510011 The air temperature has gone over 140° C. Check if the heater or the
thermistor are working properly. Contact QIAGEN Technical Services.

510012 A communication error occurred. Contact QIAGEN Technical Services.
510013 The machine's detector motor jammed. Contact QIAGEN Technical Services.
510014 The communication with the cycler was lost. Switch off the cycler, switch it

back on again. If error persists, contact QIAGEN Technical Services.
510015 Enter a valid verification date.
510018 The rotor has stalled or stopped.
510019 The machine's source motor jammed. Contact QIAGEN Technical Services.

510020 The cycler is taking too long to reach temperature. This can affect the assay
performance.
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510021 The temperature measurement thermistor has gone open circuit. Contact
QIAGEN Technical Services.

510022 Undefined error. Switch off the cycler, switch it back on again, and restart the
application. If the error persists, contact QIAGEN Technical Services.

510023 An unexpected exception occurred during the run. Switch off the cycler, switch
it back on again, and restart the application. If the error persists, contact

QIAGEN Technical Services.

510026 No rotors have been added. Run cannot be started. Check the rotor
configuration and the retry.

510028 The requested rotor is not configured for this device. Check the rotor
configuration and retry.

550016 Schema validation failed: {0}

550017 Quantitation template could not be loaded. File reading failed. Check Rotor-
Gene .qut-file and retry.

550018 Quantitation template could not be loaded. The file does not contain all
mandatory fields. Create a file where all fields including the threshold are set.

550033 The run template does not contain any cycling parameters.

550034 The run profile must only contain "Cycling" and "Hold" steps. Check the run
profile and the assay profile for consistency.

550036 The loaded rex-file contains a melt step. The assay profile does not allow melt
steps. Check the rex-file and the assay profile for consistency.

550070 Failed to generate report. Reason: {0}
550073 Failed to launch the application {0}. Reason:

550188 Run profile must contain at least 7 cycles in the "Cycling" entries.
550199 Enter a valid password.
550200 This user is deactivated. Contact your local administrator.

550212 Copying of the selected cells failed. Only adjacent cells can be copied. Copy
and paste the selected cells individually.

550215 Paste operation is cancelled. Selected cell(s) must be contiguous.
550216 Paste operation is cancelled. Selected cell(s) must be editable for pasting.
550217 Paste operation is cancelled. Select some cell(s).

550218 Paste operation is cancelled. Selected cell(s) must be contiguous.

550219 Pasting failed. The selected target area is smaller than the clipboard entry.
Select a different target area or reduce data to be copied.

550229 There is not enough space for the information to be pasted.

550231 This user was deactivated because the password was entered wrong too
many times. Contact your local administrator. The current session will be
closed.

550233 The release was not performed.
550237 The release was not performed but data was saved.
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570016 Schema validation failed: {0}

570017 Quantitation template could not be loaded. File reading failed. Check Rotor-
Gene .qut-file and retry.

570018 Quantitation template could not be loaded. The file does not contain all
mandatory fields. Create a file where all fields including the threshold are set.

570033 The run template does not contain any cycling parameters.

570034 The run profile must only contain "Cycling" and "Hold" steps. Check the run
profile and the assay profile for consistency.

570036 The loaded rex-file contains a melt step. The assay profile does not allow melt
steps. Check the rex-file and the assay profile for consistency.

570070 Failed to generate report. Reason: {0}

570073 Failed to launch the application {0}. Reason:

570202 Enter a valid password.

570203 This user is deactivated. Contact your local administrator.

570220 Copying of the selected cells failed. Only adjacent cells can be copied. Copy
and paste the selected cells individually.

570222 Paste operation is cancelled. Selected cell(s) must be contiguous.
570223 Paste operation is cancelled. Selected cell(s) must be contiguous.
570224 Paste operation is cancelled. Selected cell(s) must be editable for pasting.

570225 Pasting failed. The selected target area is smaller than the clipboard entry.
Select a different target area or reduce data to be copied.

570226 Paste operation is cancelled. Select some cell(s).

570229 There is not enough space for the information to be pasted.

570231 This user was deactivated because the password was entered wrong too
many times. Contact your local administrator. The current session will be
closed.

570233 The release was not performed.
570237 The release was not performed but data was saved.

670016 The number of messages in the audit trail table to print exceeds {0}
messages. Adjust the filter settings.

670018 File {0} not found.

670020 An error occurred during report generation. Retry report generation.
1010000 The access to the selected file or folder is denied. Select a different file or
folder.

1010001  File not found. Check the file name and repeat the procedure.

1010002 The entered file name is invalid. Enter a valid file name without invalid
characters, i.e. / | 2*" < >.

1010003  File path must be less than 260 characters. Path too long: {0}.
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1010004 Reserved Device Name {0} is a reserved device name and cannot be used
for a folder. Enter a different folder name.

1010005 The directory {0} does not exist. Select an existing directory.

1010010 Folder {0} could not be created. Either the permission was denied, or a folder
with this name already exists. Enter a different folder name.

1010012 {0} This file exists with Read Only attributes. Use a different file name.

1010013  Cannot create a new folder at the currently selected path. Directory path
must be less than 248 characters.

1010016  User name is unknown or password is incorrect. Enter user name and
password again.

1010018 Invalid user name or password. Enter user name and password again.
1010027 The new password has been used before. Use a different one.
1010028 Invalid password. The old password for the user is incorrect.

1010029  Invalid user name or password. Enter user name and password again.

1010031 The entered name is reserved. It cannot be used as folder name. Enter a
different folder name.

1010032 The entered folder name is invalid. Enter a valid folder name.
1010033  This user is deactivated. Contact your local administrator.

1010035 The new password must be different from the previous {0} passwords. Enter
a unique password.

1010037  Enter a valid PIN.

1010039 QIAGEN service file could not be loaded. Unauthorized access to the file
system or a memory resource. Contact your local administrator.

1010040 QIAGEN service file could not be loaded. Signature is not valid. Contact
QIAGEN Technical Services.

1010041 QIAGEN service file could not be loaded. The resource provided has an
invalid document format. Contact QIAGEN Technical Services.

1010042 QIAGEN service file could not be loaded. The file was not found. Contact
QIAGEN Technical Services.

1010043 QIAGEN service file could not be loaded. Signature is not valid. Contact
QIAGEN Technical Services.

1010044 {0} is not accessible. Directory not found. Check the network connection or
create a new directory.

1010046  This user was deactivated because the old password has been entered wrong
too many times. Contact your local administrator. The current session will be
closed.

1010047 Could not log-in to the application. The database connection is lost. Contact
your local administrator.

1010050 This user was deactivated because the password has been entered wrong too
many times. Contact your local administrator.
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1010054

1010055
1010057
1010058
1110000

1110007

1110008

1110009
1110010

1110011
1110012
1110014

1110015
1110016
1110017

1110018
1110019

Error Text

Invalid name. Do not use special characters. Especially the following
characters are not acceptable: / > <":* | 2\

A specified {0} name is a reserved name. Select a different name.

The password must not contain whitespaces.

The entered file name is invalid. File name must be less than 256 characters.

Login error. Unknown user name or invalid password. Repeat login
procedure.

Verification failed. No signature was found in the XML file. Retry with an
originally signed XML file.

Verification failed: More that one signature was found for the XML file. Retry
with an originally signed XML file.

File not found.

The folder you selected is not available or does not have memory space left.
The access is denied. Select a different folder.

Signature could not be validated.
Signature not found.

The resource has an invalid document format. Contact QIAGEN Technical
Services.

File not found.
Signature could not be validated.

The resource has an invalid document format. Contact QIAGEN Technical
Services.

Signature not found.

The folder you selected is not available or does not have memory space left.
The access is denied. Select a different folder.

1.9 Abbreviations

Note

Further information can be found in the # Glossary.

APS
AUDAS
CAL
CFR
CLIA

Assay parameter set
Automatic data scan
Calibrator

Code of Federal Regulations

Clinical Laboratory Improvement Amendments
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COC Cut-off control

C, Cycle threshold

EC- Negative extraction control

EC+ Positive extraction control

FDA Food and Drug Administration

GMP Good Manufacturing Practice

GUI Graphical User Interface

IC Internal control

LIMS Laboratory Information Management System
LOQ Limit of quantification

NTC No template control

o1V Optical temperature verification

PCR Polymerase chain reaction

PC Positive control

R Root extracted from R?

R? Correlations coefficient

QS Quantitation standard

S Test sample

UDT Mode User Defined Test Mode of operation

1.10 Glossary
ABCDEFGIKLMNOPQRSTUVW

Click a letter to jump to the topics starting with the corresponding letter.
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A

Acquisition

Administrator

Amplification plot

Analysis

Analysis parameters

Anomaly

Application

Approval (approve)

Approver

APS

Archive (noun)

Assay

Acquisition is the collection of fluorescent
data during a PCR run. Each acquisition
step is related to a certain channel and a
certain cycling step.

User role which has the permissions to
configure the software, add and delete
assay profiles, report profiles, and to
manage cyclers and users.

Plot showing one or more amplification
curves.

See "PCR analysis".

Parameters to define the different analysis
steps (e.g., fluorescence thresholds, allowed
ranges of C; values).

Deviation from an ideal amplification curve
(e.g., peaks, baseline dips, or
rising/decreasing plateaus).

Used here as a synonym for Rotor-Gene
AssayManager v1.0.

The process by which the approver accepts
or rejects sample results. After approval of a
sample result, it can be released so that the
related information can be printed into a
report or submitted to a LIMS.

User role which gives the user the right to

approve and release sample results in
Closed Mode or in UDT Mode.

See "Assay Parameter Set".

Part of the experiment repository that
contains experiments with completely
released sample results.

General molecular biology test (term used
here for real-time PCR assays).

In the context of the Rotor-Gene
AssayManager v1.0 software the term
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"assay" defines the collection of all samples
(including external controls) and their
corresponding sample results that are
related to one assay performed in one run.

Assay and sample analysis Analysis step that contains various rule
based checks to create the final results for
each sample by incorporating all targets
(including the internal control and the
external controls).

Assay developer Role for a developer that gives the user the
right to develop assay profiles with the
assay profile editor. Users can only develop
assay profiles in UDT Mode. Closed Mode
assays are developed and validated by
QIAGEN.

Assay Parameter Set (APS) File from QlAsymphony. The combination
of an Assay Definition with additional
parameters defined (e.g., number of
replicates and assay standards). In
Integrated run mode, it is also connected to
the Assay Control Set.

Assay profile Consists of general information, e.g., about
cycling compatibility, structural information
about targets and samples, a run profile,
and an analysis profile.

Assay profile editor Environment in the UDT mode of Rotor-
Gene AssayManager v1.0 to support the
assay developer to create an assay profile.

Assay status The assay status describes whether run and
analysis were successful or failed. Reasons
for failed can be “run failed”, “run
stopped”, or “assay invalid” (according to
failed analysis rules).

AUDAS See "Automatic Data Scan (AUDAS)".
Audit trail A record of user actions.
Auto gain Method to determine an appropriate gain

value for a PCR run. Thereby, the gain is
selected in a manner that the background
fluorescence is within a defined interval (a
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Automatic Data Scan (AUDAS)

Auto-lock (verb)

Auto-lock timer

Bar code

CFR

Channel

typical interval is fluorescence between 5
and 10 on the measurement scale of the
cycler) with the intention to get a signal
over the full dynamic range but without
driving into saturation (>100).

AUDAS is the name for the analysis step of
the real-time PCR analysis that tests each
curve for anomalies. Curves with anomalies
are flagged as invalid. Unproblematic
anomalies can be flagged by a warning
flag that does not lead not to an invalid
result.

Locks the application after a predefined
time without any user interaction to prevent
misuse. Started runs are neither interrupted
nor impacted if a user logs out, another
user starts a new session, or if the
application is locked (automatically or
manually).

The auto-lock timer locks the application
after a predefined time without user
interaction.

See "QIAGEN kit bar code".

Code of Federal Regulations.
See "FDA CFR Title 21 Part 11"

A channel consists of a light-emitting diode
(LED) with an excitation filter paired with an
emission filter. The LED and excitation filter
excite samples at a given wavelength.
Fluorescence emitted by samples is passed
through the emission filter, before being
detected by a photomultiplier.
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CLIA

CLIA compliant password rules

Closed mode

Computer

Concentration factor

Conversion factor

Core analysis

Core application

Clinical Laboratory Improvement
Amendments.

According to CLIA, a password must
contain at least:

= 8 characters

= 2 upper case characters

= 2 lower case characters

= 2 numeric characters

2 special characters

In Closed mode of operation only validated
QIAGEN assays can be processed. The
user does not have permission to modify
the assay profile.

In Rotor-Gene AssayManager v1.0 the
term "computer" is used for a notebook or a
PC, not a server.

Factor to convert the calculated target
concentration within an eluate (i.e., the
quantitative result of the analysis) into the
concentration within the original sample.
The concentration factor is optional for
analysis but necessary if one is interested in
the target concentration within the sample.

Factor to convert the calculated target
concentration from the default unit to
another unit.

This term describes a part of the analysis
comprising the normalization, C; value

calculation, and (for quantitative assays)
the quantification. This analysis is identical
to the analysis used by the Rotor-Gene Q
software.

The Rotor-Gene AssayManager v1.0
software consists of different components
working together. The core application is
complemented by different plug-ins that
contain assay type-specific, analysis-specific
options. The core application is mandatory
for working with Rotor-Gene
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AssayManager v1.0. At least one plug-in
must be installed.

See "Cycle threshold".

Curve Unprocessed (raw data) or processed data
measured by an acquisition with the cycler
in a series of an assay-specific number of
cycles. Technically, the curve is a discrete
series of fluorescence measurements.
However, these measurements are typically
connected and displayed as a curve. A
curve corresponds to one target of a
specific sample.

Cycle threshold (C;) Fractional cycle at which a curve reaches a
predefined normalized fluorescence

threshold.
Cycler See "Rotor-Gene Q Cycler".

Cycler verification General term for a maintenance method to
check whether the device works properly.

Cycling compatible assays Cycling compatible assays are assays that
can be used in different tubes during the
same PCR run in parallel. Assays are
cycling compatible if they are defined and
validated to be cycling compatible. A
cycling group can be set up, which contains
assays defined to be cycling compatible. It
is necessary that at least the thermal
profiles (part of the run profile with number
of cycles, steps, step length, temperatures
etc.) of cycling compatible assays are
identical. Other run parameters (e.g.,
acquisitions) and the analysis profiles can
be, however, individual for each assay.

D

Date picker Calendar icon to help you selecting the
required date. Alternative to entering the
date manually.
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Default name

EC-

EC+

Eluate

Environment

Error

Experiment

Experiment data

Experiment status

Expiration date

Expiry date

Export

Automatically generated name for a newly
created work list or an experiment. The
pattern for the generated name is defined
in the Configuration environment.

Sample type (external controls): Negative
extraction control.

Sample type (external controls): Positive
extraction control.

Purified nucleic acids from a sample.

The Rotor-Gene AssayManager v1.0
software consists of several environments
("Setup", "Approval", "Archive", "Service",
"Configuration", and "Cycler"). In these
environments, certain tasks can be
performed, such as setting up a run.

See "System error".

The process composed of a PCR run and a
PCR analysis yielding test results.

All data that are collected during an
experiment: work list, assay profiles, raw
data, processed data, logs, assay status,
approvals, release status, sample result,
and comments.

The 3 states of an experiment are
initialized, run performed, and run failed.

Every kit has an expiration date. If a kit has
expired, QIAGEN will not guarantee that
the kit performs according to its
specification anymore.

Used here as a synonym for expiration
date.

The process of transferring any kind of data
from Rotor-Gene AssayManager v1.0 to an
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External controls

External control result

External source/external destination

FDA

FDA CFR Title 21 Part 11

external destination.

Collection of standards and controls (such
as the quantitation standard, the negative
control, or the positive control) defined by
an individual assay profile. External controls
are always located in other tubes than the
test samples of the assay.

Assay-dependent final test outcome of an
external control summarizing all
corresponding target results.

Location outside of the Rotor-Gene
AssayManager v1.0 software.

Food and Drug Administration is an agency
of the United States Department of Health
and Human Services responsible for the
safety regulation of most types of foods,
dietary supplements, drugs, vaccines,
biological medical products, blood
products, medical devices, radiation-
emitting devices, veterinary products, and
cosmetics.

FDA CFR Title 21 Part 11 regulations
define the criteria for considering electronic
records and electronic signatures to be
trustworthy, reliable, and equivalent to
paper records. Part 11 requires drug
makers, medical device manufacturers,
biotech companies, biologics developers,
and other FDA-regulated industries (with
some specific exceptions), to implement
controls, including audits, system
validations, audit trails, electronic
signatures, and documentation for software
and systems involved in processing many
forms of data as part of business operations
and product development.
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Flag

Gain

Gain Optimization

Global settings

GUl

Annotation that may occur during the run
or the analysis. There are two types of flags:
Warning flags are just extra information
while invalid flags set the corresponding
target to invalid.

The Rotor-Gene Q uses a photomultiplier
to collect fluorescence photons and convert
them to electronic signals. The gain is a
setting that determines the sensitivity of the
photomultiplier. If the gain is set too high,
the signal is oversaturated. If the gain is set
too low, it is not possible to differentiate
signal from background noise. A method to
determine the gain is the auto-gain
function. See "Auto gain".

Gain Optimization is a process that
dynamically adjusts the gain setting,
allowing an appropriate setting to be
selected, which results in optimal signal
detection.

Global settings are stored in the database
and affect all clients using this
database.These settings can be configured
in the "Configuration" environment.

Graphical User Interface.

File extension for a Rotor-Gene
AssayManager v1.0 Assay Profile.

See "Internal control".

The process of transferring any kind of data
from an external source into Rotor-Gene
AssayManager v1.0.
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Internal control (IC)

Invalid sample
.

.irp

iwl

Kit

Kit bar code

Kit information

A standard reaction that is run
simultaneously with the sample within the
same tube and detected by a certain
acquisition. It is used to verify that the PCR
process was successfully performed and has
not been inhibited. Technically, the IC is
one of the targets of an assay and is
present in the test sample tubes as well as
in the external control tubes. In some
assays the internal control is located in a
different tube than the test, for example, for
SYBR® Green assays where only one color
channel can be detected. In such cases the
"internal" control can be tested with the
same sample but in a separate tube.

Sample flagged as “invalid”. If a sample is
invalid, all its targets are invalid.

File extension for a Rotor-Gene
AssayManager v1.0 report profile.

File extension for a Rotor-Gene
AssayManager v1.0 work list.

A kit is a box with reagents sold by
QIAGEN to perform a biological
application. In the context of Rotor-Gene
AssayManager v1.0, a kit contains all
reagents to perform a PCR run with eluates.
PCR kits can contain master mix
components, positive and negative controls,
etc.

See "QIAGEN kit bar code".

A kit is labeled with, among others, the
following information: material number, lot
number, and expiration date.
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LIMS

Local settings

Lock (verb)

Locking ring

Log file

Lot number

M

Material number

Mode
Mode of operation

Multiplex assay

Laboratory Information Management
System. If configured, Rotor-Gene
AssayManager v1.0 exports results in a file
to be read by a LIMS.

Local settings are stored on the local
computer and affect no other clients using
the same database (in comparison to the
global settings). These settings can be
configured in the "Configuration"
environment.

Make the application inaccessible for other
users without logging out. Started runs are
neither interrupted nor impacted if a user
logs out, another user starts a new session,
or if the application is locked (automatically
or manually).

Locking rings are metal rings that fit onto
the rotor to prevent tubes and caps from
coming loose during operation of the
Rotor-Gene Q. Loose caps and tubes could
cause damage to the instrument.

Log of the technical software behavior that
can be interpreted by the QIAGEN
Technical Services.

Part of the kit information.

Part of the kit information.

See "Closed Mode of operation".
See "User Defined Test Mode of operation".

See "Closed Mode of operation".
See "User Defined Test Mode of operation".

Multiplex assays are multi-target assays
that simultaneously test multiple targets in
single tubes by using different primers and
probes. The probes are labeled with specific
dyes, which anneal to the different target
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Multi-target assay

Multi-tube assay

N

Normalization

NTC

O

Operator

Optical configuration

sequences. The detection is performed by
different color channels. However, internal
controls, which are technically targets as
well, are typically not regarded in this
context.

General term for an assay that can detect
more than one target in parallel. Thereby,
internal controls, which are technically
targets as well, are typically not regarded in
this context. The multiple targets can be
independent or interdependent or a
combination of both. Multi-target assays
can be either multiplex assays, multi-tube
assays, or a combination of both.

Multi-tube assays are multi-target assays
that simultaneously test multiple targets in
more than one tube. Before the PCR
process, the sample to be tested is split and
distributed over the different tubes.

In this context, normalization is an analysis
step used for curve preprocessing prior to
C; value calculation and the quantitation. It

includes typically a smoothing of the curves
and a removal of the background noise by
subtracting the baselines.

No template control.

User role with the rights to perform a PCR
run and to view the results (not allowed to
approve).

The optical configuration of a Rotor-Gene
cycler is described by the available
excitation diodes that excite the
fluorescence and the emission filters letting
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oTv

OTV calibration run

P
PC

PCR

PCR analysis

PCR run

Plug-in

Processed curve

Processed data

pass the emitted light. The optical
configuration differs between different types
of the Rotor-Gene. It can be read out from
the firmware.

Optical Temperature Verification.

The OTV calibration run is a special run
that measures the in-tube temperature in
the Rotor-Gene Q cycler and calibrates the
cycler according to the measurements
afterwards. A special rotor is used for this
run, which contains 3 thermochromatic
liquid crystals that change their
transparency according to the temperature.
OTV calibration can be performed with the
Rotor-Gene Q software but not with Rotor-
Gene AssayManager v1.0.

Sample type (external controls): Positive
control.

Polymerase chain reaction.

Processing of the raw PCR data, for
example, by applying AUDAS,
normalization, C; value calculation,
quantification, and assay and sample
analysis algorithms to obtain a quantitative
or qualitative result.

PCR process performed in a thermocycler
(e.g., the Rotor-Gene Q). In this context
PCR is always a real-time PCR.

A plug-in allows Rotor-Gene
AssayManager v1.0 to support a specific
type of assays. Plug-ins may not be
available in all countries.

Raw data that have been changed during
PCR analysis.

Collection of processed curves.
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Q
QIAGEN kit bar code

QIlAlink

QIAsymphony

QS

Qualitative result

Quantification

Quantitative result

Quantitation standard

*

.qut

Identifies the QIAGEN kit. The bar code
consists of the material number (7 digits),
the expiry date (6 digits), and the lot
number (4-10 digits).

Middleware at QIAGEN to support specific

LIMS systems. Contact QIAGEN Technical
Services for details.

QIAGEN platform for automatic sample
preparation and assay setup.

Sample type (external controls):
quantitation standard.

Information whether a signal has been
detected for a target or not or whether the
target is invalid.

Analysis step to determine the initial
concentration of a target.

Information of the initial target
concentration of a result.

Reference sample with a given target
concentration used for quantification.
Note: In the Rotor-Gene Q software the
term “quantitation” may even be used
instead of the term “quantification”.

File extension for Rotor-Gene quantitation
analysis template used by the Rotor-Gene
Q software. The file contains all values to
parameterize the absolute quantification
analysis.

Note: In the Rotor-Gene Q software the
term “quantitation” may be used instead
of the term “quantification”.

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-345



R2

Raw curve

Raw data

Reaction volume

Real-time PCR

Regression line

Release

Release status

Renewal interval
Replicate

Report

Root extracted from R2.

Correlations coefficient:

The correlations coefficient 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. The individual limit for the R? value
can be defined in the assay profile.

Unprocessed fluorescence data measured
in one tube on one channel by the cycler in
a series of an assay-specific number of
cycles.

Collection of unprocessed amplification
curves.

Volume of liquid in the PCR tubes.

PCR with real-time monitoring of the
reaction products.

In this context, a regression line is a linear
function derived from a regression analysis
between the C; values and given

concentrations of quantitation standards. It
is also known as the standard curve. See
"Standard curve'.

The process of publishing previously
approved sample results by generating a
report and optionally transferring the data
to a LIMS.

The release status is the status of an assay
that can be “not released”, “partially
released”, and “fully released” where “fully
released” means that all sample results
contained in the assay have been released.

Days until a password must be renewed.
See "Sample replicate".

Summary of selected sample results
(external control results are always
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Report profile

*.ret

rex

Role

Rotor

Rotor-Disc

Rotor-Gene Q Cycler

Rotor-Gene Q Software

Rotor type

Row selector

included) of one assay as a secure *.pdf-
file, which cannot be manipulated.

Profile describing which information shall
be included in the report.

File extension for a Rotor-Gene Q run
template file used by the Rotor-Gene Q
software. The file contains all values to
parameterize a PCR run.

File extension for a Rotor-Gene Q
experiment file format used by the Rotor-
Gene Q software. It can be imported for
testing an assay profile in the
"Development" environment of the UDT
mode.

User rights are summarized in a certain
role: administrator, approver, operator,
assay developer, and super user are
available.

The metal rotor holds tubes or Rotor-Discs
in the Rotor-Gene Q. It enables samples to
spin in the instrument chamber and ensures
that samples are correctly aligned with the
optical system. The rotor is secured with a
locking ring.

Rotor-Discs are circular plates of vertically
oriented reaction wells. Rotor-Disc formats
for 72 and 100 reactions are available.
Rotor-Discs are sealed using Rotor-Disc®
Heat Sealing Film and the Rotor-Disc Heat
Sealer.

The real-time PCR cycler supported by
Rotor-Gene AssayManager v1.0.

Open mode software to control the Rotor-
Gene Q cycler and to analyze the acquired
data.

See "Rotor".

Specific table column to select complete
rows.
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Run

Run parameters

Run profile

S
S

Sample

Sample ID

Sample information

Sample replicate

Sample result

Sample result status

Sample type

See "PCR run".

Parameters specifying a PCR run (e.g.,
number of cycles, temperature,
acquisitions, rotor type, tube volume, etc.).

Set of all run parameters. It is part of the
assay profile.

Sample type: test sample

Test sample or external control to be
analyzed.

Identifier of a sample. The sample ID must
not be empty and must consist of 1-40
characters.

Annotations describing one sample. It
contains sample ID, reaction volume,
sample volume, sample type, flags set by
an upstream platform, and process history.

One sample split on several tubes to do the
same test in parallel in order to get an
estimate for the variance.

General term for test result and external
control result.

The sample result status describes a
qualitative result by different assay-
dependent states corresponding to a test
result or an external control result.

A sample can be of the following types: test
sample (S) or one of the following external
controls: quantitation standard (QS), no
template control (NTC), positive control
(PC), negative extraction control (EC-), and
positive extraction control (EC+). Not all
assays include all types of external controls.
This is assay dependent.
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Sample volume

Service user

Session

Standard curve

Super user

Support package

System error

T

Target

Target result

Test

Volume of the initial amount of material for
the sample preparation procedure.

User role that has all necessary permissions
to maintain the software at customer site.
The service user has no permission to
approve analysis results.

Contains all user actions from login until
logout.

A standard curve is a linear function
derived from a regression analysis between
the C; values and given concentrations of

guantitation standards.

The super user has all available permissions
of all available roles as a convenient way to
grant all permissions to one user.

Information wrapped up in a *.zip file to be
sent via an email program to QIAGEN
Technical Services to inform QIAGEN what
went wrong at the customer's site and how
to help the customer. The support package
can be created in the "Approval" and in the
"Archive" environment.

Technical errors (e.g., process errors,
software malfunctions, cycler errors) that
are not acceptable. User interaction is
required.

Note: Do not confuse with invalid results.

Specific DNA sequence (or RNA before
reverse transcription step) to be amplified
during the PCR.

The result of the analysis of one target for
one specific sample.

Synonym of assay.
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Test sample

Test sample result

Threshold

Tube

U
UDT Mode

Upstream process

Upstream status

User Defined Test Mode (UDT Mode)

User role

v

Validation error

Unknown sample to be tested with an
assay.

Assay-dependent final test outcome of an
assay for one test sample summarizing all
corresponding target results.

Predefined fluorescence value used to
calculate the cycle threshold (C;) of a

curve.

Small container for liquids, in which the
PCR reaction takes place. A sample can be
split over multiple tubes.

See "User Defined Test Mode of operation
(UDT Mode)".

From the PCR point of view, the upstream
process consists of the sampling, the
sample disruption, the purification, and the
assay setup.

Status which is set by QlAsymphony system.
It can be “valid”, “unclear”, or “invalid”. If
it is “invalid” or if Rotor-Gene
AssayManager v1.0 is configured in a way
that “unclear” samples are processed as if
they are “invalid”, a special invalid flag is
set. Sample result are not provided for
samples with an "invalid" upstream status.

This is the mode of operation for assays
that are created and validated by a user of
Rotor-Gene AssayManager v1.0 software.

See "Role".

An error that occurs due to a missing or
invalid user input. User interaction is
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required.

Verification See "Cycler verification".

w

Warning A situation could be optimized by further
input. User interaction is possible, but not
mandatory.

Work list Sample information for all samples to be

analyzed and a reference to an assay
profile for each sample. When using an
upstream platform, the work list contains
flags as well.

1.11  Appendices

The appendices contain a ¥ list of file endings, the ¥ liability clause, and P license terms.

1.11.1  File Endings

Note
Further information can be found in the # Glossary.

* °

dap  Rotor-Gene AssayManager v1.0 Assay Profile file.

*irp  Rotor-Gene AssayManager v1.0 report file.

*.iwl Rotor-Gene AssayManager v1.0 work list.

*.qut  Rotor-Gene quantitation analysis template used by the Rotor-Gene Q software.
.ret  Rotor-Gene Q run template file used by the Rotor-Gene Q software.

.rex  Rotor-Gene Q experiment file format used by the Rotor-Gene Q software.
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1.11.2  Liability Clause

QIAGEN shall be released from all obligations under its warranty in the event repairs or
modifications are made by persons other than its own personnel, except in cases where the
Company has given its written consent to perform such repairs or modifications.

All materials replaced under this warranty will be warranted only for the duration of the
original warranty period and in no case beyond the original expiration date of original
warranty unless authorized in writing by an officer of the Company. Read-out devices,
interfacing devices, and associated software will be warranted only for the period offered by
the original manufacturer of these products. Representations and warranties made by any
person, including representatives of QIAGEN, which are inconsistent or in conflict with the
conditions in this warranty shall not be binding upon the Company unless produced in
writing and approved by an officer of QIAGEN.

1.11.3 License Terms

The following section lists the license texts displayed during installation. These texts are also
available in the Rotor-Gene AssayManager v1.0 software.

QIAGEN's Rotor-Gene AssayManager™v1.0
Software License Agreement

TERMS AND CONDITIONS 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 you do not agree to the terms of this Agreement, promptly return the
unopened software package(s) and the accompanying items (including written materials) to
the place you obtained them for a full refund.

1. GRANT OF LICENSE

Scope. Subject to the terms and conditions of this agreement, QIAGEN grants you a
worldwide, perpetual, non-exclusive, and nontransferable license to use the SOFTWARE
solely for your internal business purposes.

You shall not:

- modify or alter the whole or any part of the SOFTWARE nor merge any part of it with
another software nor separate any components of the SOFTWARE from the
SOFTWARE nor, save to the extent and in the circumstances permitted by law, create
derivative works from, or, reverse engineer, decompile, disassemble or otherwise
derive source code from the SOFTWARE or attempt to do any of these things

- copy the SOFTWARE (except as provided above)

- assign rent, transfer, sell, disclose, deal in, make available or grant any rights in the
Software Product in any form to any person without the prior written consent of

QIAGEN;
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- remove alter, obscure, interfere with or add to any proprietary notices, labels,
trademarks, names or marks on, annexed to, or contained within the SOFTWARE;

- use the SOFTWARE in any manner that infringes the intellectual property or other
rights of QIAGEN or any other party; or

- use the SOFTWARE to provide on-line or other database services to any other
person.

Single-Computer Use. In case you purchased a single-computer license of the SOFTWARE
this Agreement permits you to use only one copy of the SOFTWARE on a single computer.

Multi-Computer Use. In case you purchased a multi-computer license of the SOFTWARE
from QIAGEN, this Agreement permits you to use multiple copies of the SOFTWARE on a
maximum number of computers as specified in the purchase Agreement between QIAGEN
and you ("Purchase Agreement").

Trial versions. Trial versions of the SOFTWARE may expire after a period of 30 (thirty) days
without prior notice.

Open Software/Third Party Software. This Agreement does not apply to any other software
components identified as subject to an open source license in the relevant notice, license
and/or copyright files included with the programs (collectively the "Open Software")
Furthermore, this Agreement does not apply to any other software for which QIAGEN is only
granted a derived right to use ('Third Party Software"). Open Software and Third Party
Software may be supplied in the same electronic file transmission as the SOFTWARE, but are
separate and distinct programs. The SOFTWARE is not subject to the GPL or any other open
source license.

If and insofar QIAGEN provides Third Party Software, the license terms for such Third Party
Software shall additionally apply and prevail. If Open Software is provided, the license terms
for such Open Software shall additionally apply and prevail. QIAGEN shall provide you with
the corresponding source code of relevant Open Software, if the respective license terms of
the Open Software include such obligation. QIAGEN shall inform if the SOFTWARE contains
Third Party Software and/or Open Software and make available the corresponding license
terms on request.

2. UPGRADES

If the SOFTWARE is an upgrade from a previous version, you are granted a single license to
both copies, and you may not separately transfer the prior version(s) except as a one-time
permanent transfer to another user of the latest upgrade and all prior versions as allowed in
Section 4 below.

3. COPYRIGHT

The SOFTWARE, including any images, and text incorporated in the SOFTWARE, is
copyrighted and is protected by German copyright laws and international treaty provisions.
You may not copy any of the printed materials accompanying the SOFTWARE.

4. OTHER RESTRICTIONS

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-353



You may not rent or lease the SOFTWARE, but you may transfer the SOFTWARE and
accompanying written materials on a permanent basis to another end user provided you
delete the setup files from your computer, and the recipient agrees to the terms of this
Agreement. You may not reverse engineer, decompile, or disassemble the SOFTWARE. Any
transfer of the SOFTWARE must include the most recent upgrade and all prior versions.

5. NO WARRANTY

The SOFTWARE is provided "as is" without warranty of any kind, express or implied,
including without limitation any implied warranties of merchantability, fitness for a particular
purpose or non-infringement with respect to the SOFTWARE and the accompanying written
materials.

6. CUSTOMER REMEDIES

QIAGEN entire liability and your exclusive remedy shall be, at QIAGEN's option, either (a)
return of the price paid or (b) repair or replacement of the SOFTWARE that does not meet
QIAGEN's Limited Warranty and that is returned to QIAGEN with a copy of your receipt.
This Limited Warranty is void if failure of SOFTWARE has resulted from accident, abuse or
misapplication. Any replacement of SOFTWARE will be warranted for the remainder of the
original warranty period or thirty (30) days, whichever is longer.

7. LIMITED LIABILITY

In no event shall QIAGEN or its suppliers be liable for any damages whatsoever (including,
without limitation, damages for loss of business profits, business interruption, loss of business
information, or other pecuniary loss, unforeseeable damage, lack of commercial success,
indirect damage or consequential damage - in particular financial damage — or for damage
resulting from third party claims) arising out of the use or inability to use the SOFTWARE,
even if QIAGEN has been advised of the possibility of such damages.

The above restrictions of liability shall not apply in cases of personal injury or any damage
resulting from willful acts or gross negligence or for any liability based on the Product
Liability Act (Produkthaftungsgesetz), guarantees or other mandatory provisions of law.

The above limitation shall apply accordingly in case of:
- delay,

- compensation due to defect,

- compensation for wasted expenses.

8. NO SUPPORT

Nothing in this agreement shall obligate QIAGEN to provide any support for the
SOFTWARE. QIAGEN may, but shall be under no obligation to, correct any defects in the
SOFTWARE and/or provide updates to licensees of the SOFTWARE. You shall make
reasonable efforts to promptly report to SOFTWARE any defects you find in the SOFTWARE,
as an aid to creating improved revisions of the SOFTWARE.
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Any provision of support by QIAGEN for the SOFTWARE (including network installation
support), if any, shall solely be governed by the Purchase Agreement or an according
Support Agreement.

9. TERMINATION

If you fail to comply with the terms and conditions of this Agreement, QIAGEN may
terminate this Agreement and your right and license to use the SOFTWARE. You may
terminate this Agreement at any time by notifying QIAGEN. Upon the termination of this
Agreement, you must delete the SOFTWARE from your computer(s) and archives.

YOU AGREE THAT UPON TERMINATION OF THIS AGREEMENT FOR ANY REASON,
QIAGEN MAY TAKE ACTIONS SO THAT THE SOFTWARE NO LONGER OPERATES.

10. GOVERNING LAW, VENUE

This Agreement shall be construed and interpreted in accordance with the laws of Germany,
without giving effect to conflict of laws provisions. The application of the provisions of the
UN Sales Convention is excluded. Notwithstanding any other provision under this
Agreement, the parties to this Agreement submit to the exclusive jurisdiction of the
Dusseldorf courts.

Rotor-Gene AssayManager™ is a tfrademark of QIAGEN.
1.11.3.1  DotNetZip

Microsoft Public License (Ms-PL)

This license governs use of the accompanying software. If you use the software, you accept
this license. If you do not accept the license, do not use the software.

1. Definitions

The terms "reproduce," "reproduction," "derivative works," and "distribution" have the same
meaning here as under U.S. copyright law.

A "contribution" is the original software, or any additions or changes to the software.

A "contributor" is any person that distributes its contribution under this license.

"Licensed patents" are a contributor's patent claims that read directly on its contribution.

2. Grant of Rights

(A) Copyright Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
copyright license to reproduce its contribution, prepare derivative works of its contribution,

and distribute its contribution or any derivative works that you create.

(B) Patent Grant- Subiject to the terms of this license, including the license conditions and
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limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
license under its licensed patents to make, have made, use, sell, offer for sale, import,
and/or otherwise dispose of its contribution in the software or derivative works of the
contribution in the software.

3. Conditions and Limitations

(A) No Trademark License- This license does not grant you rights to use any contributors'
name, logo, or trademarks.

(B) If you bring a patent claim against any contributor over patents that you claim are
infringed by the software, your patent license from such contributor to the software ends
automatically.

(C) If you distribute any portion of the software, you must retain all copyright, patent,
trademark, and attribution notices that are present in the software.

(D) If you distribute any portion of the software in source code form, you may do so only
under this license by including a complete copy of this license with your distribution. If you
distribute any portion of the software in compiled or object code form, you may only do so
under a license that complies with this license.

(E) The software is licensed "as-is." You bear the risk of using it. The contributors give no
express warranties, guarantees or conditions. You may have additional consumer rights
under your local laws which this license cannot change. To the extent permitted under your
local laws, the contributors exclude the implied warranties of merchantability, fitness for a
particular purpose and non-infringement.

1.11.3.2 EnterpriseLib 5.0
Microsoft Public License (Ms-PL)

This license governs use of the accompanying software. If you use the software, you accept
this license. If you do not accept the license, do not use the software.

1. Definitions

The terms "reproduce," "reproduction," "derivative works," and "distribution" have the same
meaning here as under U.S. copyright law.

A "contribution" is the original software, or any additions or changes to the software.
A "contributor" is any person that distributes its contribution under this license.
"Licensed patents" are a contributor's patent claims that read directly on its contribution.

2. Grant of Rights
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(A) Copyright Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
copyright license to reproduce its contribution, prepare derivative works of its contribution,
and distribute its contribution or any derivative works that you create.

(B) Patent Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
license under its licensed patents to make, have made, use, sell, offer for sale, import,
and/or otherwise dispose of its contribution in the software or derivative works of the
contribution in the software.

3. Conditions and Limitations

(A) No Trademark License- This license does not grant you rights to use any contributors'
name, logo, or trademarks.

(B) If you bring a patent claim against any contributor over patents that you claim are
infringed by the software, your patent license from such contributor to the software ends
automatically.

(C) If you distribute any portion of the software, you must retain all copyright, patent,
trademark, and attribution notices that are present in the software.

(D) If you distribute any portion of the software in source code form, you may do so only
under this license by including a complete copy of this license with your distribution. If you
distribute any portion of the software in compiled or object code form, you may only do so
under a license that complies with this license.

(E) The software is licensed "as-is." You bear the risk of using it. The contributors give no
express warranties, guarantees or conditions. You may have additional consumer rights
under your local laws which this license cannot change. To the extent permitted under your
local laws, the contributors exclude the implied warranties of merchantability, fitness for a
particular purpose and non-infringement.

1.11.3.3  Expression Blend SDK

License for Microsoft's Expression Blend
MICROSOFT SOFTWARE LICENSE TERMS

MICROSOFT EXPRESSION BLEND SOFTWARE DEVELOPMENT KIT FOR SILVERLIGHT 4
NONE

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
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above, which includes the media on which you received it, if any. The terms also apply to
any Microsoft

- updates,

- supplements,

- Internet-based services, and

- support services

for this software, unless other terms accompany those items. If so, those terms apply.

BY USING THE SOFTWARE, YOU ACCEPT THESE TERMS. IF YOU DO NOT
ACCEPT THEM, DO NOT USE THE SOFTWARE.

If you comply with these license terms, you have the rights below.

1. INSTALLATION AND USE RIGHTS. You may install and use any number of copies of
the software on your devices to design, develop and test your programs.

2. ADDITIONAL LICENSING REQUIREMENTS AND/OR USE RIGHTS.

a. Distributable Code. The software contains code that you are permitted to distribute in
programs you develop if you comply with the terms below.

i. Right to Use and Distribute. The code and text files listed below are “Distributable Code.”
- REDIST.TXT Files. You may copy and distribute the object code form of code listed in
REDIST.TXT files.

- Third Party Distribution. You may permit distributors of your programs to copy and
distribute the Distributable Code as part of those programs.

ii. Distribution Requirements. For any Distributable Code you distribute, you must

- add significant primary functionality to it in your programs;

- require distributors and external end users to agree to terms that protect it at least as much
as this agreement;

- display your valid copyright notice on your programs; and

- indemnify, defend, and hold harmless Microsoft from any claims, including attorneys’ fees,
related to the distribution or use of your programs.

iii. Distribution Restrictions. You may not

- alter any copyright, trademark or patent notice in the Distributable Code;

- use Microsoft’s trademarks in your programs’ names or in a way that suggests your
programs come from or are endorsed by Microsoft;

- distribute Distributable Code to run on a platform other than the Windows platform;

- include Distributable Code in malicious, deceptive or unlawful programs; or

- modify or distribute the source code of any Distributable Code so that any part of it
becomes subject to an Excluded License. An Excluded License is one that requires, as a
condition of use, modification or distribution, that

- the code be disclosed or distributed in source code form; or

- others have the right to modify it.

3. Scope of License. The software is licensed, not sold. This agreement only gives you
some rights to use the software. Microsoft reserves all other rights. Unless applicable law
gives you more rights despite this limitation, you may use the software only as expressly
permitted in this agreement. In doing so, you must comply with any technical limitations in
the software that only allow you to use it in certain ways. You may not

- work around any technical limitations in the software;
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- reverse engineer, decompile or disassemble the software, except and only to the extent that
applicable law expressly permits, despite this limitation;

- make more copies of the software than specified in this agreement or allowed by
applicable law, despite this limitation;

- publish the software for others to copy;

- rent, lease or lend the software;

- transfer the software or this agreement to any third party; or

- use the software for commercial software hosting services.

4. BACKUP COPY. You may make one backup copy of the software. You may use it only
to reinstall the software.

5. DOCUMENTATION. Any person that has valid access to your computer or internal
network may copy and use the documentation for your internal, reference purposes.

6. Export Restrictions. The software is subject to United States export laws and
regulations. You must comply with all domestic and international export laws and
regulations that apply to the software. These laws include restrictions on destinations, end
users and end use. For additional information, see

<www.microsoft.com/exporting>.

7. SUPPORT SERVICES. Because this software is “as is,” we may not provide support
services for it.

8. Entire Agreement. This agreement, and the terms for supplements, updates, Internet-
based services and support services that you use, are the entire agreement for the software
and support services.

9. Applicable Law.

a. United States. If you acquired the software in the United States, Washington state law
governs the interpretation of this agreement and applies to claims for breach of it, regardless
of conflict of laws principles. The laws of the state where you live govern all other claims,
including claims under state consumer protection laws, unfair competition laws, and in tort.
b. Outside the United States. If you acquired the software in any other country, the laws of
that country apply.

10. Legal Effect. This agreement describes certain legal rights. You may have other rights
under the laws of your country. You may also have rights with respect to the party from
whom you acquired the software. This agreement does not change your rights under the
laws of your country if the laws of your country do not permit it to do so.

11. Disclaimer of Warranty. The software is licensed “as-is.” You bear the risk of using it.
Microsoft gives no express warranties, guarantees or conditions. You may have additional
consumer rights under your local laws which this agreement cannot change. To the extent
permitted under your local laws, Microsoft excludes the implied warranties of
merchantability, fitness for a particular purpose and non-infringement.

12. Limitation on and Exclusion of Remedies and Damages. You can recover from
Microsoft and its suppliers only direct damages up to U.S. $5.00. You cannot recover any
other damages, including consequential, lost profits, special, indirect or incidental damages.
This limitation applies to

- anything related to the software, services, content (including code) on third party Internet
sites, or third party programs; and

- claims for breach of contract, breach of warranty, guarantee or condition, strict liability,
negligence, or other tort to the extent permitted by applicable law.
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It also applies even if Microsoft knew or should have known about the possibility of the
damages. The above limitation or exclusion may not apply to you because your country may
not allow the exclusion or limitation of incidental, consequential or other damages.

1.11.3.4  Extreme Optimization

LICENSE AGREEMENT

This is a legal agreement between you (either an individual or an entity) and ExoAnalytics
Inc. ("ExoAnalytics"). By installing the enclosed software, you are agreeing to be bound by
the terms of this Agreement. If you do not agree to the terms of this Agreement, promptly
return the software and the accompanying items (including written materials and binders or
other containers) to the place you obtained them for a full refund within 30 days of your
purchase. If you need to return the software, you must prepay shipping and either insure the
package or assume all risk of loss or damage in transit.

EXOANALYTICS LICENSE

1. GRANT OF LICENSE TO USE. The ExoAnalytics product that accompanies this license
is referred to herein as "SOFTWARE." ExoAnalytics Inc. ("ExoAnalytics") grants to you as an
individual, a personal, non-exclusive license to make and use the SOFTWARE for the sole
purpose of designing, developing, and testing your software product(s). ExoAnalytics grants
to you the limited right to use only one copy of the SOFTWARE on a single computer in the
manner set forth in this agreement. If you are an entity, ExoAnalytics grants you the right to
designate one individual within your organization to have the right to use the SOFTWARE in
the manner provided above. If you have obtained a group license, the SOFTWARE may be
used on more than one computer by the number of developers associated with the license:
3 for a “Team License” and 8 for a “Department License.” If you have obtained a Site
License, the SOFTWARE may be used by an unlimited number of developers on any number
of computers in up to two physical buildings at the licensees premises. ExoAnalytics reserves
all rights not expressly granted.

The license rights granted under this Agreement do not apply to development or distribution
of: (1) software development products or toolkits of any kind, including but not limited to
any class libraries, components, controls, XML web services, beans, compilers, plug-ins,
adapters, DLLs, APIs or SDKs destined to be used by software developers other than
licensed; and (2) software to be licensed or distributed under an open source model,
including, without limitation, models similar to GNU's General Public License (GPL), Lesser
GPL, the Artistic License (e.g., PERL), the Mozilla Public License, the Netscape Public License,
the Sun Community or Industry Source License or the Apache Software license.

1a. BETA VERSIONS. If SOFTWARE is licensed as a beta version, the following also
applies. This SOFTWARE is pre-release software and is provided on an "as is", unsupported
basis. ExoAnalytics shall have no obligation to correct errors or deliver updates to the
SOFTWARE. This Agreement does not entitle you to any maintenance or other services or
any updates or new versions of the SOFTWARE or entitle you to receive the final, generally
available version of such SOFTWARE should such version be made available by
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ExoAnalytics. Any applications you produce using the SOFTWARE may only be used for
testing and evaluation purposes and may not be redistributed.

1b. EVALUATION VERSIONS. If the SOFTWARE is licensed as an evaluation version, the
following also applies. The license is valid for sixty (60) days after acceptance of the
agreement. Any applications you produce using the SOFTWARE may only be used for
testing and evaluation purposes and may not be redistributed.

1c. ACADEMIC LICENSES. If the SOFTWARE is licensed as an Academic License, the
following also applies. The SOFTWARE may be used for non-commercial, educational
purposes only, including conducting academic research or providing educational services.

2. COPYRIGHT. The SOFTWARE is owned by ExoAnalytics or its suppliers and is protected
by United States and Canadian copyright laws and international treaty provisions. Therefore,
you must treat the SOFTWARE like any other copyrighted material (e.g., a book or musical
recording). You may not use or copy the SOFTWARE or any accompanying written materials
for any purposes other than what is described in this Agreement.

3. OTHER RESTRICTIONS. You may not rent or lease the SOFTWARE, but you may
transfer the SOFTWARE and accompanying written materials on a permanent basis,
provided you retain no copies and the recipient agrees to the terms of this Agreement. You
may not reverse-engineer, decompile, or disassemble the SOFTWARE except to the extent
such foregoing restriction is expressly prohibited by applicable law.

4. OWNERSHIP OF SOFTWARE. You own the magnetic or other physical media on
which the SOFTWARE is recorded. However, ExoAnalytics retain title and ownership of the
SOFTWARE recorded on the original disk and all subsequent copies of the SOFTWARE,

regardless of the form or media in or on which the original and other copies exist. The
SOFTWARE is licensed, not sold.

5. SAMPLE CODE. The location of Sample Code is specifically identified in the
README.TXT text file on the Setup disk. In addition to the rights granted in section 1,
ExoAnalytics grants you the right to use and modify the source code version of the included
Sample Code for the sole purpose of designing, developing, and testing your software
products, and to reproduce the sample code, along with any modifications thereof, only in
object-code form, provided that you comply with Section 7.

6. REDISTRIBUTABLE CODE. In addition to the rights granted in Section 1, ExoAnalytics
grants you additional rights to the SOFTWARE designated as "Redistributable Code". The
Redistributable Code files, if any, and the rights associated with each of them, subject to
Section 7, are identified in the README.TXT text file in the installation directory of this
product.

7. DISTRIBUTION REQUIREMENTS. You are authorized to redistribute the Sample Code
and/or Redistributable Code, (collectively "REDISTRIBUTABLE COMPONENTS") as described
in Sections 5 and 6 above, only if you (a) distribute them in conjunction with and as part of
your software product that adds primary and significant functionality to the
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REDISTRIBUTABLE COMPONENTS ; (b) do not permit further redistribution of the
REDISTRIBUTABLE COMPONENTS by your end-user customers ; (c) do not use
ExoAnalytics’s name, logo, or tfrademarks to market your software application product ; (d)
include a valid copyright notice on your software product ; (e) include ExoAnalytics’s
copyright notice near every occurrence of your own copyright notice on the product ; and (f)
agree to indemnify, hold harmless, and defend ExoAnalytics from and against any claims or
lawsuits, including attorney’s fees, that arise or result from the use or distribution of your
software product. ExoAnalytics reserves all rights not expressly granted. The license in this
section to distribute REDISTRIBUTABLE COMPONENTS is royalty-free, provided that you do
not make any modifications to any of the REDISTRIBUTABLE COMPONENTS. Contact
ExoAnalytics for the applicable royalties due and other licensing terms for all other uses
and/or distribution of the REDISTRIBUTABLE COMPONENTS.

8. EXPORT RESTRICTIONS. You agree that neither you nor your customers intend to or
will, directly or indirectly, export or transmit (a) the SOFTWARE or related documentation
and technical data or (b) your software products as described in Section 7 of this Agreement
(or any part thereof), or any process or service that is the direct product of the SOFTWARE to
any country to which such export or transmission is restricted by any applicable U.S.
regulation or statute, without the prior written consent, if required, of the Bureau of Export
Administration of the U.S. Department of Commerce, or such other governmental entity as
may have jurisdiction over such export or tfransmission.

9. CONFIDENTIAL INFORMATION. Any business and technical information that
ExoAnalytics designates as confidential or proprietary, any reports provided by you to
ExoAnalytics and all information regarding the SOFTWARE including, but not limited to, the
content of the SOFTWARE and the results of your evaluation of the SOFTWARE constitute
confidential information of ExoAnalytics ("CONFIDENTIAL INFORMATION"). ExoAnalytics,
at its sole discretion, may disclose such CONFIDENTIAL INFORMATION. However, you may
not disclose to any third party any CONFIDENTIAL INFORMATION, including, without
limitation, the results of your evaluation of the SOFTWARE, without the prior written consent
of ExoAnalytics. Furthermore, you agree to limit access to CONFIDENTIAL INFORMATION
to your authorized employees that have executed appropriate confidentiality agreements
with you that protect the CONFIDENTIAL INFORMATION consistent with the requirements
of this Agreement. The restriction regarding disclosure of CONFIDENTIAL INFORMATION
does not extend to any CONFIDENTIAL INFORMATION that you can establish: (a) is now
or hereafter becomes generally available to the public other than as a result of your breach
of this Agreement, (b) is disclosed or made available to you by a third party without
restriction and without any breach of confidentiality obligation, (c) was independently
developed by you without access to or use of the CONFIDENTIAL INFORMATION, or (d) is
approved for disclosure by ExoAnalytics in writing.

9a. RIGHTS TO IDEAS AND MATERIALS PROVIDED TO EXOANALYTICS. You grant
ExoAnalytics and necessary sub-licensees permission to use and a grant of a worldwide,
non-terminable, royalty-free, full assignable and transferable right and license in perpetuity
to use materials you provide to ExoAnalytics (including feedback and suggestions) or submit
to ExoAnalytics or any other party for review by the general public or any public or private
community (collectively "Submissions") for all purposes of ExoAnalytics, including, without
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limitation, the license rights to: copy, distribute, transmit, publicly display, publicly perform,
reproduce, edit, translate and reformat your Submission; to use the ideas, concepts,
methods, designs, code you have submitted for evaluation and testing and for use,
deployment, sub-licensing or other exploitation, and/or integration into an ExoAnalytics
product or service for evaluation, testing, use, deployment, sub-licensing and other
exploitation; to publish your name in connection with your Submission; and the right to
sublicense all such rights.

10. LIMITED WARRANTY. THE SOFTWARE AND ACCOMPANYING WRITTEN
MATERIALS (INCLUDING INSTRUCTIONS FOR USE) ARE PROVIDED "AS IS".

NO WARRANTIES. EXOANALYTICS EXPRESSLY DISCLAIMS ANY WARRANTY FOR THE
SOFTWARE. THE SOFTWARE AND ANY RELATED DOCUMENTATION IS PROVIDED "AS IS"
WITHOUT WARRANTY OF ANY KIND, EITHER EXPRESS OR IMPLIED, INCLUDING,
WITHOUT LIMITATION, THE IMPLIED WARRANTIES OR MERCHANTABILITY OR FITNESS
FOR A PARTICULAR PURPOSE. THE ENTIRE RISK ARISING OUT OF USE OR
PERFORMANCE OF THE SOFTWARE REMAINS WITH YOU. NEITHER EXOANALYTICS NOR
ANYONE ELSE WHO HAS BEEN INVOLVED IN THE CREATION, PRODUCTION OR
DELIVERY OF THE SOFTWARE SHALL BE LIABLE UNDER ANY LEGAL THEORY FOR ANY
INDIRECT, CONSEQUENTIAL OR INCIDENTAL DAMAGES (INCLUDING DAMAGES FOR
LOSS OF BUSINESS PROFITS, BUSINESS LOSSES, BUSINESS INTERRUPTION, LOSS OF
GOODWILL) ARISING OUT OF THE USE OR INABILITY TO USE THE SOFTWARE, OR ANY
OTHER CLAIM BY ANY PARTY EVEN IF EXOANALYTICS HAS BEEN ADVISED OF THE
POSSIBILITY OF SUCH DAMAGES.

NO LIABILITY FOR CONSEQUENTIAL DAMAGES. YOU AGREE TO INDEMNIFY AND
HOLD EXOANALYTICS HARMLESS FROM AND AGAINST ANY CLAIMS, DAMAGES, OR
LOSS YOU OR EXOANALYTICS MAY SUFFER RESULTING FROM ANY CLAIMS BY END
USERS OF THE SOFTWARE OR OF ANY WORK OR OF ANY APPLICATION CONTAINING
THE SOFTWARE OR ANY WORK, FOR ANY REASON WHATSOEVER, INCLUDING ANY
INDIRECT, CONSEQUENTIAL OR INCIDENTAL DAMAGES (INCLUDING DAMAGES FOR
LOSS OF BUSINESS PROFITS, BUSINESS INTERRUPTION, LOSS OF BUSINESS
INFORMATION, OR ANY OTHER PECUNIARY LOSS) ARISING OUT OF THE USE OR
INABILITY TO USE THE SOFTWARE, OR ANY OTHER CLAIM BY ANY PARTY EVEN IF
EXOANALYTICS HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGES. Because
some states/jurisdictions do not allow the exclusion or limitation of liability for consequential
or incidental damages, the above limitation may not apply to you.

CUSTOMER REMEDIES. ExoAnalytics’s entire liability and your exclusive remedy shall not
exceed the price paid for the SOFTWARE.

HIGH RISK ACTIVITIES. ExoAnalytics advises that the SOFTWARE is not fault tolerant and
not designed or intended for use in hazardous environments or mission critical applications
requiring fail safe performance, including without limitation, in the operation of nuclear
facilities, aircraft navigation or communication systems, air traffic control, weapons systems,
full life support machines, hazardous materials storage and transportation systems, waste
treatment applications or any other application in which the failure of the SOFTWARE could
lead directly to death, personal injury, or severe physical or property damage or exposure to
material financial loss ("High Risk Activities"). ExoAnalytics expressly disclaims any express or
implied warranty of fitness for High Risk Activities. You agree that use of the SOFTWARE in
High Risk Activities is at your own risk, that you have been advised to obtain suitable
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insurance against risk, and to retain a consultant or consultants skilled in developing
applications using the SOFTWARE and in testing any such applications before use. You
hereby indemnify and hold ExoAnalytics harmless from liability for such use and the results
of use.

11. SOURCE CODE LICENSE. If the SOFTWARE is licensed with source code, the

following also applies:

11a. RESPONSIBLE MANAGER. You shall designate a management-level employee (the
"Responsible Manager") who shall have responsibility for preserving the security of the Source
Code at all times. The Responsible Manager shall maintain a record of all persons who have
access to the Source Code, shall investigate all unauthorized attempts to gain access to the
Source Code and shall promptly notify ExoAnalytics of any loss, theft, or unauthorized use or
disclosure of the Source Code.

11b. NON-DISCLOSURE OF SOURCE CODE. You acknowledge that the Source Code
constitutes a valuable asset of ExoAnalytics and therefore agree that only the following
persons shall have access to the Source Code and the source code derivative works: those
persons: (i) who have a need for such access to accomplish the purposes of the distribution
rights and license grants specified in Section 1 above; and (ii) with whom you have a legally
enforceable obligation that precludes disclosure of third-party proprietary information and is
otherwise sufficient to enable you to comply with all the provisions of this Agreement. You
shall not grant any other individual or entity access to the Source Code.

11c. ACCESS. No person who is authorized under the terms of section 11b shall have
access to the Source Code unless and until: (i) they have been apprised of and
acknowledges the confidential and proprietary nature of the Source Code; (i) have been
trained with respect to the procedures designed to preserve its confidentiality; (iii) and is
subject to a binding and enforceable obligation neither to use such Source Code (other than
for purposes expressly permitted by this Agreement) nor to disclose such Source Code to any
person or entity other than a person similarly authorized to access the Source Code.

11d. DISTRIBUTION OF DERIVATIVE WORKS. You are granted the right to distribute
Derivative Works based on the Source Code in compiled form only, provided you comply
with sections 7 and 11e, and all other applicable terms of this agreement. This agreement
specifically prohibits the distribution of the Source Code or any of its derivative works in
source code form.

11e. PROTECTION AGAINST UNAUTHORIZED USE. ExoAnalytics prevents
unauthorized use of SOFTWARE by employing obfuscation and encrypted serial numbers
that enable the use of the SOFTWARE. If you create and distribute Derivative Works based
on the Source Code, you must use a scheme or method at least as effective to prevent
unauthorized use of the SOFTWARE or Derivative Works.

12. GENERAL. This Agreement shall be governed by and construed in accordance with the
laws of the Province of Ontario and of Canada applicable thereto. You consent to the
jurisdiction of the courts of the Province of Ontario as the exclusive jurisdiction for
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determination of all disputes and claims arising between the parties to this Agreement. If
any provision of this Agreement is found to be unlawful, void or unenforceable, then that
provision shall be severed from this Agreement and shall not affect the validity and
enforceability of any of the remaining provisions.

1.11.3.5 iText Sharp

Mozilla Public License Version 1.1
1. Definitions.

1.0.1. "Commercial Use" means distribution or otherwise making the Covered Code

available to a third party.

1.1. "Contributor" means each entity that creates or contributes to the creation of

Modifications.

1.2. "Contributor Version" means the combination of the Original Code, prior Modifications

used by a Contributor, and the Modifications made by that particular Contributor.

1.3. "Covered Code" means the Original Code or Modifications or the combination of the

Original Code and Modifications, in each case including portions thereof.

1.4. "Electronic Distribution Mechanism" means a mechanism generally accepted in the

software development community for the electronic transfer of data.

1.5. "Executable" means Covered Code in any form other than Source Code.

1.6. "Initial Developer" means the individual or entity identified as the Initial Developer in the

Source Code notice required by Exhibit A.

1.7. "Larger Work" means a work which combines Covered Code or portions thereof with

code not governed by the terms of this License.

1.8. "License" means this document.

1.8.1. "Licensable" means having the right to grant, to the maximum extent possible,

whether at the time of the initial grant or subsequently acquired, any and all of the rights

conveyed herein.

1.9. "Modifications" means any addition to or deletion from the substance or structure of

either the Original Code or any previous Modifications. When Covered Code is released as

a series of files, a Modification is:

a. Any addition to or deletion from the contents of a file containing Original Code or
previous Modifications.

b. Any new file that contains any part of the Original Code or previous Modifications.

1.10. "Original Code" means Source Code of computer software code which is described in

the Source Code notice required by Exhibit A as Original Code, and which, at the time of its

release under this License is not already Covered Code governed by this License.

1.10.1. "Patent Claims" means any patent claim(s), now owned or hereafter acquired,

including without limitation, method, process, and apparatus claims, in any patent

Licensable by grantor.

1.11. "Source Code" means the preferred form of the Covered Code for making

modifications to it, including all modules it contains, plus any associated interface definition

files, scripts used to control compilation and installation of an Executable, or source code

differential comparisons against either the Original Code or another well known, available
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Covered Code of the Contributor's choice. The Source Code can be in a compressed or
archival form, provided the appropriate decompression or de-archiving software is widely
available for no charge.

1.12."You" (or "Your") means an individual or a legal entity exercising rights under, and
complying with all of the terms of, this License or a future version of this License issued under
Section 6.1. For legal entities, "You" includes any entity which controls, is controlled by, or is
under common control with You. For purposes of this definition, "control" means (a) the
power, direct or indirect, to cause the direction or management of such entity, whether by
contract or otherwise, or (b) ownership of more than fifty percent (50%) of the outstanding
shares or beneficial ownership of such entity.

2. Source Code License.

2.1. The Initial Developer Grant.

The Initial Developer hereby grants You a world-wide, royalty-free, non-exclusive license,

subject to third party intellectual property claims:

a. under intellectual property rights (other than patent or trademark) Licensable by Initial
Developer to use, reproduce, modify, display, perform, sublicense and distribute the
Original Code (or portions thereof) with or without Modifications, and/or as part of a
Larger Work; and

b. under Patents Claims infringed by the making, using or selling of Original Code, to
make, have made, use, practice, sell, and offer for sale, and/or otherwise dispose of the
Original Code (or portions thereof).

c. the licenses granted in this Section 2.1 (a) and (b) are effective on the date Initial
Developer first distributes Original Code under the terms of this License.

d. Notwithstanding Section 2.1 (b) above, no patent license is granted: 1) for code that You
delete from the Original Code; 2) separate from the Original Code; or 3) for
infringements caused by: i) the modification of the Original Code or ii) the combination
of the Original Code with other software or devices.

2.2. Contributor Grant.

Subiject to third party intellectual property claims, each Contributor hereby grants You a

world-wide, royalty-free, non-exclusive license

a. under intellectual property rights (other than patent or trademark) Licensable by
Contributor, to use, reproduce, modify, display, perform, sublicense and distribute the
Modifications created by such Contributor (or portions thereof) either on an unmodified
basis, with other Modifications, as Covered Code and/or as part of a Larger Work; and

b. under Patent Claims infringed by the making, using, or selling of Modifications made by
that Contributor either alone and/or in combination with its Contributor Version (or
portions of such combination), to make, use, sell, offer for sale, have made, and/or
otherwise dispose of: 1) Modifications made by that Contributor (or portions thereof);
and 2) the combination of Modifications made by that Contributor with its Contributor
Version (or portions of such combination).

c. the licenses granted in Sections 2.2 (a) and 2.2 (b) are effective on the date Contributor
first makes Commercial Use of the Covered Code.

d. Notwithstanding Section 2.2 (b) above, no patent license is granted: 1) for any code that
Contributor has deleted from the Contributor Version; 2) separate from the Contributor
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Version; 3) for infringements caused by: i) third party modifications of Contributor
Version or ii) the combination of Modifications made by that Contributor with other
software (except as part of the Contributor Version) or other devices; or 4) under Patent
Claims infringed by Covered Code in the absence of Modifications made by that
Contributor.

3. Distribution Obligations.

3.1. Application of License.

The Modifications which You create or to which You contribute are governed by the terms of
this License, including without limitation Section 2.2. The Source Code version of Covered
Code may be distributed only under the terms of this License or a future version of this
License released under Section 6.1, and You must include a copy of this License with every
copy of the Source Code You distribute. You may not offer or impose any terms on any
Source Code version that alters or restricts the applicable version of this License or the
recipients' rights hereunder. However, You may include an additional document offering the
additional rights described in Section 3.5.

3.2. Availability of Source Code.

Any Modification which You create or to which You contribute must be made available in
Source Code form under the terms of this License either on the same media as an
Executable version or via an accepted Electronic Distribution Mechanism to anyone to whom
you made an Executable version available; and if made available via Electronic Distribution
Mechanism, must remain available for at least twelve (12) months after the date it initially
became available, or at least six (6) months after a subsequent version of that particular
Modification has been made available to such recipients. You are responsible for ensuring
that the Source Code version remains available even if the Electronic Distribution
Mechanism is maintained by a third party.

3.3. Description of Modifications.

You must cause all Covered Code to which You contribute to contain a file documenting the
changes You made to create that Covered Code and the date of any change. You must
include a prominent statement that the Modification is derived, directly or indirectly, from
Original Code provided by the Initial Developer and including the name of the Initial
Developer in (a) the Source Code, and (b) in any notice in an Executable version or related
documentation in which You describe the origin or ownership of the Covered Code.

3.4. Intellectual Property Matters

(a) Third Party Claims

If Contributor has knowledge that a license under a third party's intellectual property rights is
required to exercise the rights granted by such Contributor under Sections 2.1 or 2.2,
Contributor must include a text file with the Source Code distribution titled "LEGAL" which
describes the claim and the party making the claim in sufficient detail that a recipient will
know whom to contact. If Contributor obtains such knowledge after the Modification is
made available as described in Section 3.2, Contributor shall promptly modify the LEGAL
file in all copies Contributor makes available thereafter and shall take other steps (such as
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notifying appropriate mailing lists or newsgroups) reasonably calculated to inform those who
received the Covered Code that new knowledge has been obtained.

(b) Contributor APIs

If Contributor's Modifications include an application programming interface and Contributor
has knowledge of patent licenses which are reasonably necessary to implement that API,
Contributor must also include this information in the legal file.

(c) Representations.

Contributor represents that, except as disclosed pursuant to Section 3.4 (a) above,
Contributor believes that Contributor's Modifications are Contributor's original creation(s)
and/or Contributor has sufficient rights to grant the rights conveyed by this License.

3.5. Required Notices.

You must duplicate the notice in Exhibit A in each file of the Source Code. If it is not possible
to put such notice in a particular Source Code file due to its structure, then You must include
such notice in a location (such as a relevant directory) where a user would be likely to look
for such a notice. If You created one or more Modification(s) You may add your name as a
Contributor to the notice described in Exhibit A. You must also duplicate this License in any
documentation for the Source Code where You describe recipients' rights or ownership rights
relating to Covered Code. You may choose to offer, and to charge a fee for, warranty,
support, indemnity or liability obligations to one or more recipients of Covered Code.
However, You may do so only on Your own behalf, and not on behalf of the Initial
Developer or any Contributor. You must make it absolutely clear than any such warranty,
support, indemnity or liability obligation is offered by You alone, and You hereby agree to
indemnify the Initial Developer and every Contributor for any liability incurred by the Initial
Developer or such Contributor as a result of warranty, support, indemnity or liability terms
You offer.

3.6. Distribution of Executable Versions.

You may distribute Covered Code in Executable form only if the requirements of Sections
3.1, 3.2, 3.3, 3.4 and 3.5 have been met for that Covered Code, and if You include a
notice stating that the Source Code version of the Covered Code is available under the
terms of this License, including a description of how and where You have fulfilled the
obligations of Section 3.2. The notice must be conspicuously included in any notice in an
Executable version, related documentation or collateral in which You describe recipients'
rights relating to the Covered Code. You may distribute the Executable version of Covered
Code or ownership rights under a license of Your choice, which may contain terms different
from this License, provided that You are in compliance with the terms of this License and that
the license for the Executable version does not attempt to limit or alter the recipient's rights in
the Source Code version from the rights set forth in this License. If You distribute the
Executable version under a different license You must make it absolutely clear that any terms
which differ from this License are offered by You alone, not by the Initial Developer or any
Contributor. You hereby agree to indemnify the Initial Developer and every Contributor for
any liability incurred by the Initial Developer or such Contributor as a result of any such
terms You offer.
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3.7. Larger Works.

You may create a Larger Work by combining Covered Code with other code not governed
by the terms of this License and distribute the Larger Work as a single product. In such a
case, You must make sure the requirements of this License are fulfilled for the Covered

Code.
4. Inability to Comply Due to Statute or Regulation.

If it is impossible for You to comply with any of the terms of this License with respect to some
or all of the Covered Code due to statute, judicial order, or regulation then You must: (a)
comply with the terms of this License to the maximum extent possible; and (b) describe the
limitations and the code they affect. Such description must be included in the legal file
described in Section 3.4 and must be included with all distributions of the Source Code.
Except to the extent prohibited by statute or regulation, such description must be sufficiently
detailed for a recipient of ordinary skill to be able to understand it.

5. Application of this License.

This License applies to code to which the Initial Developer has attached the notice in Exhibit
A and to related Covered Code.

6. Versions of the License.

6.1. New Versions

Netscape Communications Corporation ("Netscape") may publish revised and/or new
versions of the License from time to time. Each version will be given a distinguishing version
number.

6.2. Effect of New Versions

Once Covered Code has been published under a particular version of the License, You may
always continue to use it under the terms of that version. You may also choose to use such
Covered Code under the terms of any subsequent version of the License published by
Netscape. No one other than Netscape has the right to modify the terms applicable to
Covered Code created under this License.

6.3. Derivative Works

If You create or use a modified version of this License (which you may only do in order to
apply it to code which is not already Covered Code governed by this License), You must (a)
rename Your license so that the phrases "Mozilla", "MOZILLAPL", "MOZPL", "Netscape",
"MPL", "NPL" or any confusingly similar phrase do not appear in your license (except to note
that your license differs from this License) and (b) otherwise make it clear that Your version of
the license contains terms which differ from the Mozilla Public License and Netscape Public
License. (Filling in the name of the Initial Developer, Original Code or Contributor in the
notice described in Exhibit A shall not of themselves be deemed to be modifications of this
License.)

7. Disclaimer of warranty
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Covered code is provided under this license on an "as is" basis, without warranty of any kind,
either expressed or implied, including, without limitation, warranties that the covered code is
free of defects, merchantable, fit for a particular purpose or non-infringing. The entire risk as
to the quality and performance of the covered code is with you. Should any covered code
prove defective in any respect, you (not the initial developer or any other contributor)
assume the cost of any necessary servicing, repair or correction. This disclaimer of warranty
constitutes an essential part of this license. No use of any covered code is authorized
hereunder except under this disclaimer.

8. Termination

8.1. This License and the rights granted hereunder will terminate automatically if You fail to
comply with terms herein and fail to cure such breach within 30 days of becoming aware of
the breach. All sublicenses to the Covered Code which are properly granted shall survive any
termination of this License. Provisions which, by their nature, must remain in effect beyond
the termination of this License shall survive.

8.2. If You initiate litigation by asserting a patent infringement claim (excluding declatory

judgment actions) against Initial Developer or a Contributor (the Initial Developer or

Contributor against whom You file such action is referred to as "Participant’) alleging that:

a. such Participant's Contributor Version directly or indirectly infringes any patent, then any
and all rights granted by such Participant to You under Sections 2.1 and/or 2.2 of this
License shall, upon 60 days notice from Participant terminate prospectively, unless if
within 60 days after receipt of notice You either: (i) agree in writing to pay Participant a
mutually agreeable reasonable royalty for Your past and future use of Modifications
made by such Participant, or (ii) withdraw Your litigation claim with respect to the
Contributor Version against such Participant. If within 60 days of notice, a reasonable
royalty and payment arrangement are not mutually agreed upon in writing by the parties
or the litigation claim is not withdrawn, the rights granted by Participant to You under
Sections 2.1 and/or 2.2 automatically terminate at the expiration of the 60 day notice
period specified above.

b. any software, hardware, or device, other than such Participant's Contributor Version,
directly or indirectly infringes any patent, then any rights granted to You by such
Participant under Sections 2.1(b) and 2.2(b) are revoked effective as of the date You first
made, used, sold, distributed, or had made, Modifications made by that Participant.

8.3. If You assert a patent infringement claim against Participant alleging that such
Participant's Contributor Version directly or indirectly infringes any patent where such claim is
resolved (such as by license or settlement) prior to the initiation of patent infringement
litigation, then the reasonable value of the licenses granted by such Participant under
Sections 2.1 or 2.2 shall be taken into account in determining the amount or value of any
payment or license.

8.4. In the event of termination under Sections 8.1 or 8.2 above, all end user license
agreements (excluding distributors and resellers) which have been validly granted by You or
any distributor hereunder prior to termination shall survive termination.
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9. Limitation of liability

Under no circumstances and under no legal theory, whether tort (including negligence),
contract, or otherwise, shall you, the initial developer, any other contributor, or any
distributor of covered code, or any supplier of any of such parties, be liable to any person for
any indirect, special, incidental, or consequential damages of any character including,
without limitation, damages for loss of goodwill, work stoppage, computer failure or
malfunction, or any and all other commercial damages or losses, even if such party shall
have been informed of the possibility of such damages. This limitation of liability shall not
apply to liability for death or personal injury resulting from such party's negligence to the
extent applicable law prohibits such limitation. Some jurisdictions do not allow the exclusion
or limitation of incidental or consequential damages, so this exclusion and limitation may
not apply to you.

10. U.S. government end users

The Covered Code is a "commercial item," as that term is defined in 48 C.F.R. 2.101 (Oct.
1995), consisting of "commercial computer software" and "commercial computer software
documentation," as such terms are used in 48 C.F.R. 12.212 (Sept. 1995). Consistent with
48 C.F.R. 12.212 and 48 C.F.R. 227.7202-1 through 227.7202-4 (June 1995), all U.S.
Government End Users acquire Covered Code with only those rights set forth herein.

11. Miscellaneous

This License represents the complete agreement concerning subject matter hereof. If any
provision of this License is held to be unenforceable, such provision shall be reformed only to
the extent necessary to make it enforceable. This License shall be governed by California law
provisions (except to the extent applicable law, if any, provides otherwise), excluding its
conflict-of-law provisions. With respect to disputes in which at least one party is a citizen of,
or an entity chartered or registered to do business in the United States of America, any
litigation relating to this License shall be subject to the jurisdiction of the Federal Courts of
the Northern District of California, with venue lying in Santa Clara County, California, with
the losing party responsible for costs, including without limitation, court costs and
reasonable attorneys' fees and expenses. The application of the United Nations Convention
on Contracts for the International Sale of Goods is expressly excluded. Any law or regulation
which provides that the language of a contract shall be construed against the drafter shall
not apply to this License.

12. Responsibility for claims

As between Initial Developer and the Contributors, each party is responsible for claims and
damages arising, directly or indirectly, out of its utilization of rights under this License and
You agree to work with Initial Developer and Contributors to distribute such responsibility on
an equitable basis. Nothing herein is intended or shall be deemed to constitute any
admission of liability.

13. Multiple-licensed code

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-371



Initial Developer may designate portions of the Covered Code as "Multiple-Licensed".
"Multiple-Licensed" means that the Initial Developer permits you to utilize portions of the
Covered Code under Your choice of the MPL or the alternative licenses, if any, specified by
the Initial Developer in the file described in Exhibit A.

Exhibit A - Mozilla Public License.

"The contents of this file are subject to the Mozilla Public License Version 1.1 (the "License");
you may not use this file except in compliance with the License. You may obtain a copy of
the License at https://www.mozilla.org/MPL/Software distributed under the License is
distributed on an "AS IS" basis, WITHOUT WARRANTY OF ANY KIND, either express or
implied. See the License for the specific language governing rights and limitations under the
License.

The Original Code is . The Initial Developer of
the Original Code is . Portions created by

are Copyright (C) . All Rights
Reserved. Contributor(s): .
Alternatively, the contents of this file may be used under the terms of the license (the
"[___] License"), in which case the provisions of [ ] License are applicable instead of

those above. If you wish to allow use of your version of this file only under the terms of the
[ ] License and not to allow others to use your version of this file under the MPL, indicate
your decision by deleting the provisions above and replace them with the notice and other
provisions required by the [ ] License. If you do not delete the provisions above, a
recipient may use your version of this file under either the MPL or the [ ] License."

NOTE: The text of this Exhibit A may differ slightly from the text of the notices in the Source

Code files of the Original Code. You should use the text of this Exhibit A rather than the text
found in the Original Code Source Code for Your Modifications.

1.11.3.6 Log4Net
TERMS AND CONDITIONS FOR USE, REPRODUCTION, AND DISTRIBUTION

1. Definitions.

"License" shall mean the terms and conditions for use, reproduction, and distribution as
defined by Sections 1 through 9 of this document.

"Licensor" shall mean the copyright owner or entity authorized by the copyright owner that is
granting the License.
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"Legal Entity" shall mean the union of the acting entity and all other entities that control, are
controlled by, or are under common control with that entity. For the purposes of this
definition, "control" means (i) the power, direct or indirect, to cause the direction or
management of such entity, whether by contract or otherwise, or (ii) ownership of fifty
percent (50%) or more of the outstanding shares, or (iii) beneficial ownership of such entity.

"You" (or "Your") shall mean an individual or Legal Entity exercising permissions granted by
this License.

"Source" form shall mean the preferred form for making modifications, including but not
limited to software source code, documentation source, and configuration files.

"Object" form shall mean any form resulting from mechanical transformation or translation
of a Source form, including but not limited to compiled object code, generated
documentation, and conversions to other media types.

"Work" shall mean the work of authorship, whether in Source or Object form, made
available under the License, as indicated by a copyright notice that is included in or attached
to the work (an example is provided in the Appendix below).

"Derivative Works" shall mean any work, whether in Source or Object form, that is based on
(or derived from) the Work and for which the editorial revisions, annotations, elaborations,
or other modifications represent, as a whole, an original work of authorship. For the
purposes of this License, Derivative Works shall not include works that remain separable
from, or merely link (or bind by name) to the interfaces of, the Work and Derivative Works
thereof.

"Contribution" shall mean any work of authorship, including the original version of the Work
and any modifications or additions to that Work or Derivative Works thereof, that is
intentionally

submitted to Licensor for inclusion in the Work by the copyright owner or by an individual or
Legal Entity authorized to submit on behalf of the copyright owner. For the purposes of this
definition, "submitted" means any form of electronic, verbal, or written communication sent
to the Licensor or its representatives, including but not limited to communication on
electronic mailing lists, source code control systems, and issue tracking systems that are
managed by, or on behalf of, the Licensor for the purpose of discussing and improving the
Work, but excluding communication that is conspicuously marked or otherwise designated
in writing by the copyright owner as "Not a Contribution."

"Contributor" shall mean Licensor and any individual or Legal Entity on behalf of whom a
Contribution has been received by Licensor and subsequently incorporated within the Work.

2. Grant of Copyright License.

Subject to the terms and conditions of this License, each Contributor hereby grants to You a
perpetual, worldwide, non-exclusive, no-charge, royalty-free, irrevocable
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copyright license to reproduce, prepare Derivative Works of, publicly display, publicly
perform, sublicense, and distribute the Work and such Derivative Works in Source or Object
form.

3. Grant of Patent License.

Subject to the terms and conditions of this License, each Contributor hereby grants to You a
perpetual, worldwide, non-exclusive, no-charge, royalty-free, irrevocable

(except as stated in this section) patent license to make, have made, use, offer to sell, sell,
import, and otherwise transfer the Work, where such license applies only to those patent
claims licensable by such Contributor that are necessarily infringed by their Contribution(s)
alone or by combination of their Contribution(s) with the Work to which such Contribution(s)
was submitted. If You institute patent litigation against any entity (including a cross-claim or
counterclaim in a lawsuit) alleging that the Work or a Contribution incorporated within the
Work constitutes direct or contributory patent infringement, then any patent licenses granted
to You under this License for that Work shall terminate as of the date such litigation is filed.

4. Redistribution.

You may reproduce and distribute copies of the Work or Derivative Works thereof in any
medium, with or without modifications, and in Source or Object form, provided that You
meet the following conditions:

(a) You must give any other recipients of the Work or Derivative Works a copy of this
License; and

(b) You must cause any modified files to carry prominent notices stating that You changed
the files; and

(c) You must retain, in the Source form of any Derivative Works that You distribute, all
copyright, patent, trademark, and attribution notices from the Source form of the Work,
excluding those notices that do not pertain to any part of the Derivative Works; and

(d) If the Work includes a "NOTICE" text file as part of its distribution, then any Derivative
Works that You distribute must include a readable copy of the attribution notices contained
within such NOTICE file, excluding those notices that do not pertain to any part of the
Derivative Works, in at least one of the following places: within a NOTICE text file distributed
as part of the Derivative Works; within the Source form or documentation, if provided along
with the Derivative Works; or, within a display generated by the Derivative Works, if and
wherever such third-party notices normally appear. The contents of the NOTICE file are for
informational purposes only and do not modify the License. You may add Your own
attribution notices within Derivative Works that You distribute, alongside or as an addendum
to the NOTICE text from the Work, provided that such additional attribution notices cannot
be construed as modifying the License.

You may add Your own copyright statement to Your modifications and may provide
additional or different license terms and conditions for use, reproduction, or distribution of
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Your modifications, or for any such Derivative Works as a whole, provided Your use,
reproduction, and distribution of the Work otherwise complies with the conditions stated in
this License.
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5. Submission of Contributions.

Unless You explicitly state otherwise, any Contribution intentionally submitted for inclusion in
the Work by You to the Licensor shall be under the terms and conditions of this License,
without any additional terms or conditions. Notwithstanding the above, nothing herein shall
supersede or modify the terms of any separate license agreement you may have executed
with Licensor regarding such Contributions.

6. Trademarks.

This License does not grant permission to use the trade names, trademarks, service marks,
or product names of the Licensor, except as required for reasonable and customary use in
describing the origin of the Work and reproducing the content of the NOTICE file.

7. Disclaimer of Warranty.

Unless required by applicable law or agreed to in writing, Licensor provides the Work (and
each Contributor provides its Contributions) on an "AS IS" BASIS, WITHOUT WARRANTIES
OR CONDITIONS OF ANY KIND, either express or implied, including, without limitation,
any warranties or conditions of TITLE, NON-INFRINGEMENT, MERCHANTABILITY, or
FITNESS FOR A PARTICULAR PURPOSE. You are solely responsible for determining the
appropriateness of using or redistributing the Work and assume any risks associated with
Your exercise of permissions under this License.

8. Limitation of Liability.

In no event and under no legal theory, whether in tort (including negligence), contract, or
otherwise, unless required by applicable law (such as deliberate and grossly negligent acts)
or agreed to in writing, shall any Contributor be liable to You for damages, including any
direct, indirect, special, incidental, or consequential damages of any character arising as a
result of this License or out of the use or inability to use the Work (including but not limited
to damages for loss of goodwill, work stoppage, computer failure or malfunction, or any and
all other commercial damages or losses), even if such Contributor has been advised of the
possibility of such damages.

9. Accepting Warranty or Additional Liability.

While redistributing the Work or Derivative Works thereof, You may choose to offer, and
charge a fee for, acceptance of support, warranty, indemnity, or other liability obligations
and/or rights consistent with this License. However, in accepting such obligations, You may
act only on Your own behalf and on Your sole responsibility, not on behalf of any other
Contributor, and only if You agree to indemnify, defend, and hold each Contributor
harmless for any liability incurred by, or claims asserted against, such Contributor by reason
of your accepting any such warranty or additional liability.

END OF TERMS AND CONDITIONS
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APPENDIX: How to apply the Apache License to your work.

To apply the Apache License to your work, attach the following boilerplate notice, with the
fields enclosed by brackets "[]" replaced with your own identifying information. (Don't include
the brackets!)The text should be enclosed in the appropriate comment syntax for the file
format. We also recommend that a file or class name and description of purpose be
included on the same "printed page" as the copyright notice for easier identification within
third-party archives.

Copyright [yyyy] [name of copyright owner]

Licensed under the Apache License, Version 2.0 (the "License"); you may not use this file
except in compliance with the License.

You may obtain a copy of the License at http://www.apache.org/licenses/LICENSE-2.0
Unless required by applicable law or agreed to in writing, software distributed under the
License is distributed on an "AS IS" BASIS, WITHOUT WARRANTIES OR CONDITIONS OF

ANY KIND, either express or implied. See the License for the specific language governing
permissions and limitations under the License.

1.11.3.7 Microsoft .NET Framework 4.7

MICROSOFT SOFTWARE SUPPLEMENTAL LICENSE TERMS

.NET FRAMEWORK AND ASSOCIATED LANGUAGE PACKS FOR MICROSOFT
WINDOWS OPERATING SYSTEM

Microsoft Corporation (or based on where you live, one of its affiliates) licenses this supplement
to you. If you are licensed to use Microsoft Windows operating system software (the “software”),
you may use this supplement. You may not use it if you do not have a license for the software.
You may use this supplement with each validly licensed copy of the software.

The following license terms describe additional use terms for this supplement. These terms and
the license terms for the software apply fo your use of the supplement. If there is a conflict, these
supplemental license terms apply.

BY USING THIS SUPPLEMENT, YOU ACCEPT THESE TERMS. IF YOU DO NOT
ACCEPT THEM, DO NOT USE THIS SUPPLEMENT.

If you comply with these license terms, you have the rights below.

1. DISTRIBUTABLE CODE. The supplement is comprised of Distributable Code.
“Distributable Code” is code that you are permitted to distribute in programs you develop if
you comply with the terms below.

a. Right to Use and Distribute.
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You may copy and distribute the object code form of the supplement.

Third Party Distribution. You may permit distributors of your programs to copy and
distribute the Distributable Code as part of those programs.

b. Distribution Requirements. For any Distributable Code you distribute, you
must

add significant primary functionality to it in your programs;

for any Distributable Code having a filename extension of .lib, distribute only the
results of running such Distributable Code through a linker with your program;

distribute Distributable Code included in a setup program only as part of that setup
program without modification;

require distributors and external end users to agree fo terms that profect it at least
as much as this agreement;

display your valid copyright notice on your programs; and

indemnify, defend, and hold harmless Microsoft from any claims, including
attorneys’ fees, related to the distribution or use of your programs.

c. Distribution Restrictions. You may not
alter any copyright, trademark or patent notice in the Distributable Code;

use Microsoft’s trademarks in your programs’ names or in a way that suggests your
programs come from or are endorsed by Microsoft;

distribute Distributable Code to run on a platform other than the Windows platform;
include Distributable Code in malicious, deceptive or unlawful programs; or
modify or distribute the source code of any Distributable Code so that any part of it
becomes subject to an Excluded License. An Excluded License is one that requires,
as a condition of use, modification or distribution, that

the code be disclosed or distributed in source code form; or

others have the right fo modify it.

2. SUPPORT SERVICES FOR SUPPLEMENT. Microsoft provides support services for this

software as described at www.support.microsoft.com/common/international.aspx.
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1.11.3.8  Microsoft Reportviewer 2010

Microsoft Software License Terms
Microsoft Reportviewer 2010

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 terms also apply to
any Microsoft

= ypdates,

» supplements,

= |nternet-based services, and

= support services

for this software, unless other terms accompany those items. If so, those terms apply.

By using the software, you accept these terms. If you do not accept them, do not use the
software.

If you comply with these license terms, you have the rights below.

1. Installation and use rights. You may install and use any number of copies of the software
on your devices.
2. Additional licensing requirements and/or use rights.
a. Distributable code. You are permitted to distribute the software in programs you
develop if you comply with the terms below.
i. Right to use and distribute. The software is “Distributable Code.”
* Distributable Code. You may copy and distribute the object code form of
the software.
» Third party distribution. You may permit distributors of your programs to
copy and distribute the Distributable Code as part of those programs.
ii. Distribution requirements. For any Distributable Code you distribute, you
must
» add significant primary functionality to it in your programs;
= require distributors and external end users to agree to terms that protect
it at least as much as this agreement;
= display your valid copyright notice on your programs; and
» indemnify, defend, and hold harmless Microsoft from any claims,
including attorneys’ fees, related to the distribution or use of your
programs.
iii. Distribution restrictions. You may not
= alter any copyright, trademark or patent notice in the Distributable
Code;
» use Microsoft’s trademarks in your programs’ names or in a way that
suggests your programs come from or are endorsed by Microsoft;
» distribute Distributable Code to run on a platform other than the
Windows platform;
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* include Distributable Code in malicious, deceptive or unlawful programs;
or

» modify or distribute the source code of any Distributable Code so that
any part of it becomes subject to an Excluded License. An Excluded
License is one that requires, as a condition of use, modification or
distribution, that

* the code be disclosed or distributed in source code form; or

= others have the right to modify it.

3. Scope of license. The software is licensed, not sold. This agreement only gives you some
rights to use the software. Microsoft reserves all other rights. Unless applicable law gives
you more rights despite this limitation, you may use the software only as expressly
permitted in this agreement. In doing so, you must comply with any technical limitations
in the software that only allow you to use it in certain ways. You may not

= work around any technical limitations in the software;

* reverse engineer, decompile or disassemble the software, except and only to the

extent that applicable law expressly permits, despite this limitation;

» make more copies of the software than specified in this agreement or allowed by

applicable law, despite this limitation;

» publish the software for others to copy;

* rent, lease or lend the software; or

*» use the software for commercial software hosting services.

4. Backup copy. You may make one backup copy of the software. You may use it only to
reinstall the software.

5. Documentation. Any person that has valid access to your computer or internal network
may copy and use the documentation for your internal, reference purposes.

6. Transfer to a third party. The first user of the software may transfer it and this agreement
directly to a third party. Before the transfer, that party must agree that this agreement
applies to the transfer and use of the software. The first user must uninstall the software
before transferring it separately from the device. The first user may not retain any copies.

7. Export restrictions. The software is subject to United States export laws and regulations.
You must comply with all domestic and international export laws and regulations that
apply to the software. These laws include restrictions on destinations, end users and end
use. For additional information, see » www.microsoft.com/exporting.

8. Support services. Because this software is “as is,” we may not provide support services for
it.

9. Entire agreement. This agreement, and the terms for supplements, updates, Internet-
based services and support services that you use, are the entire agreement for the
software and support services.

10.Applicable law.

a. United States. If you acquired the software in the United States, Washington
state law governs the interpretation of this agreement and applies to claims for
breach of it, regardless of conflict of laws principles. The laws of the state where you
live govern all other claims, including claims under state consumer protection laws,
unfair competition laws, and in tort.

b. Outside the United States. If you acquired the software in any other country,
the laws of that country apply.
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11.Legal effect. This agreement describes certain legal rights. You may have other rights
under the laws of your country. You may also have rights with respect to the party from
whom you acquired the software. This agreement does not change your rights under the
laws of your country if the laws of your country do not permit it to do so.

12 .Disclaimer of warranty. The software is licensed "as-is". You bear the risk of using it.
Microsoft gives no express warranties, guarantees or conditions. You may have
additional consumer rights under your local laws which this agreement cannot change.
To the extent permitted under your local laws, Microsoft excludes the implied warranties
of merchantability, fitness for a particular purpose and non-infringement.

13.Limitation on and exclusion of remedies and damages. You can recover from Microsoft
and its suppliers only direct damages up to U.S. $5.00. You cannot recover any other
damages, including consequential, lost profits, special, indirect or incidental damages.
This limitation applies to

a. anything related to the software, services, content (including code) on third party
Internet sites, or third party programs; and

b. claims for breach of contract, breach of warranty, guarantee or condition, strict
liability, negligence, or other tort to the extent permitted by applicable law.

It also applies even if Microsoft knew or should have known about the possibility of the

damages. The above limitation or exclusion may not apply to you because your country

may not allow the exclusion or limitation of incidental, consequential or other

damages.

1.11.3.9  Microsoft SQL Server 2014 Express

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 terms also apply to any Microsoft
e updates,

e supplements,

e Internet-based services, and

e support services

for this software, unless other terms accompany those items. If so, those terms apply.

BY USING THE SOFTWARE, YOU ACCEPT THESE TERMS. IF YOU DO NOT ACCEPT
THEM, DO NOT USE THE SOFTWARE.

If you comply with these license terms, you have the rights below.
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1. INSTALLATION AND USE RIGHTS. You may install and use any number of copies of

the software on your devices.
2. ADDITIONAL LICENSING REQUIREMENTS AND/OR USE RIGHTS.
a. Distributable Code.
i. Right to Use and Distribute. If you comply with the terms below:

e You may copy and distribute the object code form of the software
(“Distributable Code”) in programs you develop;

e You may combine the object code form of the Distributable Code with your
programs to develop a unified web solution and permit others via online
methods to access and use that unified web solution, provided that the
Distributable Code is only used as part of and in conjunction with your
programs; and

e You may permit distributors of your programs to copy and distribute the
Distributable Code as part of those programs.

ii. Distribution Requirements. For any Distributable Code you
distribute, you must

e add significant primary functionality fo it in your programs;
e for any Distributable Code having a filename extension of .lib, distribute only
the results of running such Distributable Code through a linker with your

program;

e distribute Distributable Code included in a setup program only as part of that
setup program without modification;

e require distributors and external end users to agree to terms that protect it at
least as much as this agreement;

e display your valid copyright notice on your programs; and

e indemnify, defend, and hold harmless Microsoft from any claims, including
attorneys’ fees, related to the distribution or use of your programs.

iii. Distribution Restrictions. You may not
e alter any copyright, trademark or patent notice in the Distributable Code;

e use Microsoft's trademarks in your programs’ names or in a way that suggests
your programs come from or are endorsed by Microsoft;
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e distribute Distributable Code to run on a platfform other than the Windows
platfform;

e include Distributable Code in malicious, deceptive or unlawful programs; or

e modify or distribute the source code of any Distributable Code so that any part
of it becomes subject o an Excluded License. An Excluded License is one that
requires, as a condition of use, modification or distribution, that

e the code be disclosed or distributed in source code form; or
e others have the right to modify it.

3. SCOPE OF LICENSE. The software is licensed, not sold. Unless applicable law gives you
more rights, Microsoft reserves all other rights not expressly granted under this agreement,
whether by implication, estoppel or otherwise. In doing so, you must comply with any
technical limitations in the software that only allow you to use it in certain ways. You may not

e disclose the results of any benchmark tests of the software to any third party without
Microsoft's prior written approval;

e work around any technical limitations in the software;

e reverse engineer, decompile or disassemble the software, except and only to the extent that
applicable law expressly permits, despite this limitation;

e make more copies of the software than specified in this agreement or allowed by
applicable law, despite this limitation;

e publish the software for others to copy;
e rent, lease or lend the software; or

e use the software for commercial software hosting services.

4. THIRD PARTY NOTICES. The software may include third party code, that Microsoft, not
the third party, licenses to you under the ferms set forth in this agreement. Notices, if any,
for any third party code are included for your information only. Additionally, any third party
scripts, linked to, called or referenced from this software, are licensed to you by the third
parties that own such code, not by Microsoft, see ASP.NET Ajax CDN Terms of Use:
http://www.asp.net/ajaxlibrary/CDN.ashx.

5. BACKUP COPY. You may make one backup copy of the software. You may use it only to
reinstall the software.

6. DOCUMENTATION. Any person that has valid access to your computer or internal
network may copy and use the documentation for your internal, reference purposes.
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7.

10.

11.

12.

13.

14.

TRANSFER TO A THIRD PARTY. The first user of the software may transfer it and this
agreement directly to a third party. Before the transfer, that party must agree that this
agreement applies fo the transfer and use of the software. The first user must uninstall the
software before transferring it separately from the device. The first user may not retain any
copies.

EXPORT RESTRICTIONS. The software is subject o United States export laws and
regulations. You must comply with all domestic and international export laws and
regulations that apply to the software. These laws include restrictions on destinations, end
users and end use. For additional information, see www.microsoft.com/exporting.

SUPPORT SERVICES. Because this software is “as is,” we may not provide support
services for it.

ENTIRE AGREEMENT. This agreement, and the terms for supplements, updates, Internet-
based services and support services that you use, are the entire agreement for the software
and support services.

APPLICABLE LAW.

a. United States. If you acquired the software in the United States, Washington state law
governs the interpretation of this agreement and applies to claims for breach of it,
regardless of conflict of laws principles. The laws of the state where you live govern all
other claims, including claims under state consumer protection laws, unfair competition
laws, and in tort.

b. Outside the United States. If you acquired the software in any other country, the laws
of that country apply.

LEGAL EFFECT. This agreement describes certain legal rights. You may have other rights
under the laws of your country. You may also have rights with respect to the party from
whom you acquired the software. This agreement does not change your rights under the
laws of your country if the laws of your country do not permit it fo do so.

DISCLAIMER OF WARRANTY. THE SOFTWARE IS LICENSED “AS-IS.” YOU BEAR
THE RISK OF USING IT. MICROSOFT GIVES NO EXPRESS WARRANTIES,
GUARANTEES OR CONDITIONS. YOU MAY HAVE ADDITIONAL CONSUMER
RIGHTS UNDER YOUR LOCAL LAWS WHICH THIS AGREEMENT CANNOT
CHANGE. TO THE EXTENT PERMITTED UNDER YOUR LOCAL LAWS,
MICROSOFT EXCLUDES THE IMPLIED WARRANTIES OF MERCHANTARBILITY,
FITNESS FOR A PARTICULAR PURPOSE AND NON-INFRINGEMENT.

FOR AUSTRALIA - you have statutory guarantees under the Australian Consumer
Law and nothing in these terms is intended to affect those rights.

LIMITATION ON AND EXCLUSION OF REMEDIES AND DAMAGES. YOU CAN
RECOVER FROM MICROSOFT AND ITS SUPPLIERS ONLY DIRECT DAMAGES UP
TO U.S. $5.00. YOU CANNOT RECOVER ANY OTHER DAMAGES, INCLUDING
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CONSEQUENTIAL, LOST PROFITS, SPECIAL, INDIRECT OR INCIDENTAL
DAMAGES.

This limitation applies to

e anything related to the software, services, content (including code) on third party Internet
sites, or third party programs, and

e claims for breach of contract, breach of warranty, guarantee or condition, strict liability,
negligence, or other fort to the extent permitted by applicable law.

It also applies even if Microsoft knew or should have known about the possibility of the
damages. The above limitation or exclusion may not apply to you because your country may
not allow the exclusion or limitation of incidental, consequential or other damages.

1.11.3.10 NHibernate
GNU LESSER GENERAL PUBLIC LICENSE

Version 2.1, February 1999

Copyright (C) 1991, 1999 Free Software Foundation, Inc.

51 Franklin Street, Fifth Floor, Boston, MA 02110-1301 USA
Everyone is permitted to copy and distribute verbatim copies

of this license document, but changing it is not allowed.

[This is the first released version of the Lesser GPL. It also counts as the successor of the
GNU Library Public License, version 2, hence the version number 2.1.]

Preamble

The licenses for most software are designed to take away your freedom to share and change
it. By contrast, the GNU General Public Licenses are intended to guarantee your freedom to
share and change free software--to make sure the software is free for all its users.

This license, the Lesser General Public License, applies to some specially designated software
packages--typically libraries--of the Free Software Foundation and other authors who decide
to use it. You can use it too, but we suggest you first think carefully about whether this
license or the ordinary General Public License is the better strategy to use in any particular
case, based on the explanations below.

When we speak of free software, we are referring to freedom of use, not price. Our General
Public Licenses are designed to make sure that you have the freedom to distribute copies of
free software (and charge for this service if you wish); that you receive source code or can

Rotor-Gene AssayManager v1.0 Core Application User Manual 04/2022

1-385



get it if you want it; that you can change the software and use pieces of it in new free
programs; and that you are informed that you can do these things.

To protect your rights, we need to make restrictions that forbid distributors to deny you these
rights or to ask you to surrender these rights. These restrictions translate to certain
responsibilities for you if you distribute copies of the library or if you modify it.

For example, if you distribute copies of the library, whether gratis or for a fee, you must give
the recipients all the rights that we gave you. You must make sure that they, too, receive or
can get the source code. If you link other code with the library, you must provide complete
object files to the recipients, so that they can relink them with the library after making
changes to the library and recompiling it. And you must show them these terms so they
know their rights.

We protect your rights with a two-step method: (1) we copyright the library, and (2) we offer
you this license, which gives you legal permission to copy, distribute and/or modify the
library.

To protect each distributor, we want to make it very clear that there is no warranty for the
free library. Also, if the library is modified by someone else and passed on, the recipients
should know that what they have is not the original version, so that the original author's
reputation will not be affected by problems that might be introduced by others.

Finally, software patents pose a constant threat to the existence of any free program. We
wish to make sure that a company cannot effectively restrict the users of a free program by
obtaining a restrictive license from a patent holder. Therefore, we insist that any patent
license obtained for a version of the library must be consistent with the full freedom of use
specified in this license.

Most GNU software, including some libraries, is covered by the ordinary GNU General
Public License. This license, the GNU Lesser General Public License, applies to certain
designated libraries, and is quite different from the ordinary General Public License. We use
this license for certain libraries in order to permit linking those libraries into non-free
programs.

When a program is linked with a library, whether statically or using a shared library, the
combination of the two is legally speaking a combined work, a derivative of the original
library. The ordinary General Public License therefore permits such linking only if the entire
combination fits its criteria of freedom. The Lesser General Public License permits more lax
criteria for linking other code with the library.

We call this license the "Lesser" General Public License because it does Less to protect the
user's freedom than the ordinary General Public License. It also provides other free software
developers Less of an advantage over competing non-free programs. These disadvantages
are the reason we use the ordinary General Public License for many libraries. However, the
Lesser license provides advantages in certain special circumstances.
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For example, on rare occasions, there may be a special need to encourage the widest
possible use of a certain library, so that it becomes a de-facto standard. To achieve this,
non-free programs must be allowed to use the library. A more frequent case is that a free
library does the same job as widely used non-free libraries. In this case, there is little to gain
by limiting the free library to free software only, so we use the Lesser General Public License.

In other cases, permission to use a particular library in non-free programs enables a greater
number of people to use a large body of free software. For example, permission to use the
GNU C Library in non-free programs enables many more people to use the whole GNU
operating system, as well as its variant, the GNU/Linux operating system.

Although the Lesser General Public License is Less protective of the users' freedom, it does
ensure that the user of a program that is linked with the Library has the freedom and the
wherewithal to run that program using a modified version of the Library.

I

he precise terms and conditions for copying, distribution and modification follow. Pay close
attention to the difference between a "work based on the library" and a "work that uses the
library". The former contains code derived from the library, whereas the latter must be
combined with the library in order to run.

TERMS AND CONDITIONS FOR COPYING, DISTRIBUTION AND
MODIFICATION

0. This License Agreement applies to any software library or other program which contains a
notice placed by the copyright holder or other authorized party saying it may be distributed
under the terms of this Lesser General Public License (also called "this License"). Each
licensee is addressed as "you".

A"library" means a collection of software functions and/or data prepared so as to be
conveniently linked with application programs (which use some of those functions and data)
to form executables.

The "Library", below, refers to any such software library or work which has been distributed
under these terms. A "work based on the Library" means either the Library or any derivative
work under copyright law: that is to say, a work containing the Library or a portion of it,
either verbatim or with modifications and/or translated straightforwardly into another
language. (Hereinafter, translation is included without limitation in the term "modification".)

"Source code" for a work means the preferred form of the work for making modifications to
it. For a library, complete source code means all the source code for all modules it contains,
plus any associated interface definition files, plus the scripts used to control compilation and
installation of the library.

Activities other than copying, distribution and modification are not covered by this License;
they are outside its scope. The act of running a program using the Library is not restricted,
and output from such a program is covered only if its contents constitute a work based on
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the Library (independent of the use of the Library in a tool for writing it). Whether that is true
depends on what the Library does and what the program that uses the Library does.

1. You may copy and distribute verbatim copies of the Library's complete source code as
you receive it, in any medium, provided that you conspicuously and appropriately publish on
each copy an appropriate copyright notice and disclaimer of warranty; keep intact all the
notices that refer to this License and to the absence of any warranty; and distribute a copy of
this License along with the Library.

You may charge a fee for the physical act of transferring a copy, and you may at your
option offer warranty protection in exchange for a fee.

2. You may modify your copy or copies of the Library or any portion of it, thus forming a
work based on the Library, and copy and distribute such modifications or work under the
terms of Section 1

above, provided that you also meet all of these conditions:

e a) The modified work must itself be a software library.

¢ b) You must cause the files modified to carry prominent notices stating that you changed
the files and the date of any change.

e ¢) You must cause the whole of the work to be licensed at no charge to all third parties
under the terms of this License.

e d) If a facility in the modified Library refers to a function or a table of data to be supplied
by an application program that uses the facility, other than as an argument passed when
the facility is invoked, then you must make a good faith effort to ensure that, in the event
an application does not supply such function or table, the facility still operates, and
performs whatever part of its purpose remains meaningful.

(For example, a function in a library to compute square roots has a purpose that is entirely
well-defined independent of the application. Therefore, Subsection 2d requires that any
application-supplied function or table used by this function must be optional: if the
application does not supply it, the square root function must still compute square roots.)

These requirements apply to the modified work as a whole. If identifiable sections of that
work are not derived from the Library, and can be reasonably considered independent and
separate works in themselves, then this License, and its terms, do not apply to those sections
when you distribute them as separate works. But when you distribute the same sections as
part of a whole which is a work based on the Library, the distribution of the whole must be
on the terms of this License, whose permissions for other licensees extend to the entire
whole, and thus to each and every part regardless of who wrote it.

Thus, it is not the intent of this section to claim rights or contest your rights to work written
entirely by you; rather, the intent is to exercise the right to control the distribution of
derivative or collective works based on the Library.
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In addition, mere aggregation of another work not based on the Library with the Library (or
with a work based on the Library) on a volume of a storage or distribution medium does not
bring the other work under the scope of this License.

3. You may opt to apply the terms of the ordinary GNU General Public License instead of
this License to a given copy of the Library. To do this, you must alter all the notices that refer
to this License, so that they refer to the ordinary GNU General Public License, version 2,
instead of to this License. (If a newer version than version 2 of the ordinary GNU General
Public License has appeared, then you can specify that version instead if you wish.) Do not
make any other change in these notices.

Once this change is made in a given copy, it is irreversible for that copy, so the ordinary
GNU General Public License applies to all subsequent copies and derivative works made
from that copy.

This option is useful when you wish to copy part of the code of the Library into a program
that is not a library.

4. You may copy and distribute the Library (or a portion or derivative of it, under Section 2)
in object code or executable form under the terms of Sections 1 and 2 above provided that
you accompany it with the complete corresponding machine-readable source code, which
must be distributed under the terms of Sections 1 and 2 above on a medium customarily
used for software interchange.

If distribution of object code is made by offering access to copy from a designated place,
then offering equivalent access to copy the source code from the same place satisfies the
requirement to distribute the source code, even though third parties are not compelled to
copy the source along with the object code.

5. A program that contains no derivative of any portion of the Library, but is designed to
work with the Library by being compiled or linked with it, is called a "work that uses the
Library". Such a work, in isolation, is not a derivative work of the Library, and therefore falls
outside the scope of this License.

However, linking a "work that uses the Library" with the Library creates an executable that is
a derivative of the Library (because it contains portions of the Library), rather than a "work
that uses the library". The executable is therefore covered by this License. Section 6 states
terms for distribution of such executables.

When a "work that uses the Library" uses material from a header file that is part of the
Library, the object code for the work may be a derivative work of the Library even though the
source code is not. Whether this is true is especially significant if the work can be linked
without the Library, or if the work is itself a library. The threshold for this to be true is not
precisely defined by law.

If such an object file uses only numerical parameters, data structure layouts and accessors,
and small macros and small inline functions (ten lines or less in length), then the use of the
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object file is unrestricted, regardless of whether it is legally a derivative work. (Executables
containing this object code plus portions of the Library will still fall under Section 6.)

Otherwise, if the work is a derivative of the Library, you may distribute the object code for
the work under the terms of Section 6. Any executables containing that work also fall under
Section 6, whether or not they are linked directly with the Library itself.

6. As an exception to the Sections above, you may also combine or link a "work that uses
the Library" with the Library to produce a work containing portions of the Library, and
distribute that work under terms of your choice, provided that the terms permit modification
of the work for the customer's own use and reverse engineering for debugging such
modifications.

You must give prominent notice with each copy of the work that the Library is used in it and
that the Library and its use are covered by this License. You must supply a copy of this
License. If the work during execution displays copyright notices, you must include the
copyright notice for the Library among them, as well as a reference directing the user to the
copy of this License. Also, you must do one of these things:

e a) Accompany the work with the complete corresponding machine-readable source code
for the Library including whatever changes were used in the work (which must be
distributed under Sections 1 and 2 above); and, if the work is an executable linked with
the Library, with the complete machine-readable "work that uses the Library", as object
code and/or source code, so that the user can modify the Library and then relink to
produce a modified executable containing the modified Library. (It is understood that the
user who changes the contents of definitions files in the Library will not necessarily be able
to recompile the application to use the modified definitions.)

¢ b) Use a suitable shared library mechanism for linking with the Library. A suitable
mechanism is one that (1) uses at run time a copy of the library already present on the
user's computer system, rather than copying library functions into the executable, and (2)
will operate properly with a modified version of the library, if the user installs one, as long
as the modified version is interface-compatible with the version that the work was made
with.

e c) Accompany the work with a written offer, valid for at least three years, to give the same
user the materials specified in Subsection 6a, above, for a charge no more than the cost
of performing this distribution.

e d) If distribution of the work is made by offering access to copy from a designated place,
offer equivalent access to copy the above specified materials from the same place.

e ¢) Verify that the user has already received a copy of these materials or that you have
already sent this user a copy.

For an executable, the required form of the "work that uses the Library" must include any
data and utility programs needed for reproducing the executable from it. However, as a
special exception, the materials to be distributed need not include anything that is normally
distributed (in either source or binary form) with the major components (compiler, kernel,
and so on) of the operating system on which the executable runs, unless that component
itself accompanies the executable.
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It may happen that this requirement contradicts the license restrictions of other proprietary
libraries that do not normally accompany the operating system. Such a contradiction means
you cannot use both them and the Library together in an executable that you distribute.

7. You may place library facilities that are a work based on the Library side-by-side in a
single library together with other library facilities not covered by this License, and distribute
such a combined library, provided that the separate distribution of the work based on the
Library and of the other library facilities is otherwise permitted, and provided that you do
these two things:

e a) Accompany the combined library with a copy of the same work based on the Library,
uncombined with any other library facilities. This must be distributed under the terms of
the Sections above.

e b) Give prominent notice with the combined library of the fact that part of it is a work
based on the Library, and explaining where to find the accompanying uncombined form
of the same work.

8. You may not copy, modify, sublicense, link with, or distribute the Library except as
expressly provided under this License. Any attempt otherwise to copy, modify, sublicense, link
with, or distribute the Library is void, and will automatically terminate your rights under this
License. However, parties who have received copies, or rights, from you under this License
will not have their licenses terminated so long as such parties remain in full compliance.

9. You are not required to accept this License, since you have not signed it. However,
nothing else grants you permission to modify or distribute the Library or its derivative works.
These actions are prohibited by law if you do not accept this License. Therefore, by
modifying or distributing the Library (or any work based on the Library), you indicate your
acceptance of this License to do so, and all its terms and conditions for copying, distributing
or modifying the Library or works based on it.

10. Each time you redistribute the Library (or any work based on the Library), the recipient
automatically receives a license from the original licensor to copy, distribute, link with or
modify the Library subject to these terms and conditions. You may not impose any further
restrictions on the recipients' exercise of the rights granted herein. You are not responsible
for enforcing compliance by third parties with this License.

11. If, as a consequence of a court judgment or allegation of patent infringement or for any
other reason (not limited to patent issues), conditions are imposed on you (whether by court
order, agreement or otherwise) that contradict the conditions of this License, they do not
excuse you from the conditions of this License. If you cannot distribute so as to satisfy
simultaneously your obligations under this License and any other pertinent obligations, then
as a consequence you may not distribute the Library at all. For example, if a patent license
would not permit royalty-free redistribution of the Library by all those who receive copies
directly or indirectly through you, then the only way you could satisfy both it and this License
would be to refrain entirely from distribution of the Library.
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If any portion of this section is held invalid or unenforceable under any particular
circumstance, the balance of the section is intended to apply, and the section as a whole is
intended to apply in other circumstances.

It is not the purpose of this section to induce you to infringe any patents or other property
right claims or to contest validity of any such claims; this section has the sole purpose of
protecting the integrity of the free software distribution system which is implemented by
public license practices. Many people have made generous contributions to the wide range
of software distributed through that system in reliance on consistent application of that
system; it is up to the author/donor to decide if he or she is willing to distribute software
through any other system and a licensee cannot impose that choice.

This section is intended to make thoroughly clear what is believed to be a consequence of
the rest of this License.

12. If the distribution and/or use of the Library is restricted in certain countries either by
patents or by copyrighted interfaces, the original copyright holder who places the Library
under this License may add an explicit geographical distribution limitation excluding those
countries, so that distribution is permitted only in or among countries not thus excluded. In
such case, this License incorporates the limitation as if written in the body of this License.

13. The Free Software Foundation may publish revised and/or new versions of the Lesser
General Public License from time to time. Such new versions will be similar in spirit to the
present version, but may differ in detail to address new problems or concerns.

Each version is given a distinguishing version number. If the Library specifies a version
number of this License which applies to it and "any later version", you have the option of
following the terms and conditions either of that version or of any later version published by
the Free Software Foundation. If the Library does not specify a license version number, you
may choose any version ever published by the Free Software Foundation.

14. If you wish to incorporate parts of the Library into other free programs whose

distribution conditions are incompatible with these, write to the author to ask for permission.

For software which is copyrighted by the Free Software Foundation, write to the Free
Software Foundation; we sometimes make exceptions for this. Our decision will be guided
by the two goals of preserving the free status of all derivatives of our free software and of
promoting the sharing and reuse of software generally.

NO WARRANTY

15. BECAUSE THE LIBRARY IS LICENSED FREE OF CHARGE, THERE IS NO WARRANTY
FOR THE LIBRARY, TO THE EXTENT PERMITTED BY APPLICABLE LAW. EXCEPT WHEN
OTHERWISE STATED IN WRITING THE COPYRIGHT HOLDERS AND/OR OTHER PARTIES
PROVIDE THE LIBRARY "AS IS" WITHOUT WARRANTY OF ANY KIND, EITHER EXPRESSED
OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF
MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE. THE ENTIRE RISK AS TO
THE QUALITY AND PERFORMANCE OF THE LIBRARY IS WITH YOU. SHOULD THE
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LIBRARY PROVE DEFECTIVE, YOU ASSUME THE COST OF ALL NECESSARY SERVICING,
REPAIR OR CORRECTION.

16. IN NO EVENT UNLESS REQUIRED BY APPLICABLE LAW OR AGREED TO IN WRITING
WILL ANY COPYRIGHT HOLDER, OR ANY OTHER PARTY WHO MAY MODIFY AND/OR
REDISTRIBUTE THE LIBRARY AS PERMITTED ABOVE, BE LIABLE TO YOU FOR DAMAGES,
INCLUDING ANY GENERAL, SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES
ARISING OUT OF THE USE OR INABILITY TO USE THE LIBRARY (INCLUDING BUT NOT
LIMITED TO LOSS OF DATA OR DATA BEING RENDERED INACCURATE OR LOSSES
SUSTAINED BY YOU OR THIRD PARTIES OR A FAILURE OF THE LIBRARY TO OPERATE
WITH ANY OTHER SOFTWARE), EVEN IF SUCH HOLDER OR OTHER PARTY HAS BEEN
ADVISED OF THE POSSIBILITY OF SUCH DAMAGES.

END OF TERMS AND CONDITIONS
How to Apply These Terms to Your New Libraries

If you develop a new library, and you want it to be of the greatest possible use to the public,
we recommend making it free software that everyone can redistribute and change. You can
do so by permitting redistribution under these terms (or, alternatively, under the terms of the
ordinary General Public License).

To apply these terms, attach the following notices to the library. It is safest to attach them to
the start of each source file to most effectively convey the exclusion of warranty; and each
file should have at least the "copyright" line and a pointer to where the full notice is found.

one line to give the library's name and an idea of what it does.
Copyright (C) year name of author

This library is free software; you can redistribute it and/or modify it under the terms of the
GNU Lesser General Public License as published by the Free Software Foundation; either
version 2.1 of the License, or (at your option) any later version.

This library is distributed in the hope that it will be useful, but WITHOUT ANY WARRANTY;
without even the implied warranty of MERCHANTABILITY or FITNESS FOR A PARTICULAR
PURPOSE. See the GNU Lesser General Public License for more details.

You should have received a copy of the GNU Lesser General Public License along with this
library; if not, write to the Free Software Foundation, Inc., 51 Franklin Street, Fifth Floor,
Boston, MA 02110-1301 USA Also add information on how to contact you by electronic
and paper mail. You should also get your employer (if you work as a programmer) or your
school, if any, to sign a "copyright disclaimer" for the library, if necessary. Here is a sample;
alter the names: Yoyodyne, Inc., hereby disclaims all copyright interest in the library

“Frob' (a library for tweaking knobs) written by James Random Hacker.

signature of Ty Coon, 1 April 1990
Ty Coon, President of Vice
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That's all there is to it!

1.11.3.11 Plossum

This software is provided 'as-is', without any express or implied warranty. In no event will the
authors be held liable for any damages arising from the use of this software.

Permission is granted to anyone to use this software for any purpose, including commercial
applications, and to alter it and redistribute it freely, subject to the following restrictions:

1. The origin of this software must not be misrepresented; you must not claim that you wrote
the original software. If you use this software in a product, an acknowledgment in the

product documentation would be appreciated but is not required.

2. Altered source versions must be plainly marked as such, and must not be misrepresented
as being the original software.

3. This notice may not be removed or altered from any source distribution.

1.11.3.12 PRISM
Microsoft Public License (Ms-PL)

This license governs use of the accompanying software. If you use the software, you accept
this license. If you do not accept the license, do not use the software.

1. Definitions

The terms "reproduce," "reproduction," "derivative works," and "distribution" have the same
meaning here as under U.S. copyright law.

A "contribution" is the original software, or any additions or changes to the software.

A "contributor" is any person that distributes its contribution under this license.

"Licensed patents" are a contributor's patent claims that read directly on its contribution.

2. Grant of Rights

(A) Copyright Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free

copyright license to reproduce its contribution, prepare derivative works of its contribution,
and distribute its contribution or any derivative works that you create.
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(B) Patent Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
license under its licensed patents to make, have made, use, sell, offer for sale, import,
and/or otherwise dispose of its contribution in the software or derivative works of the
contribution in the software.

3. Conditions and Limitations

(A) No Trademark License- This license does not grant you rights to use any contributors'
name, logo, or trademarks.

(B) If you bring a patent claim against any contributor over patents that you claim are
infringed by the software, your patent license from such contributor to the software ends
automatically.

(C) If you distribute any portion of the software, you must retain all copyright, patent,
trademark, and attribution notices that are present in the software.

(D) If you distribute any portion of the software in source code form, you may do so only
under this license by including a complete copy of this license with your distribution. If you
distribute any portion of the software in compiled or object code form, you may only do so
under a license that complies with this license.

(E) The software is licensed "as-is." You bear the risk of using it. The contributors give no
express warranties, guarantees or conditions. You may have additional consumer rights
under your local laws which this license cannot change. To the extent permitted under your
local laws, the contributors exclude the implied warranties of merchantability, fitness for a
particular purpose and non-infringement.

1.11.3.13 Stateless
TERMS AND CONDITIONS FOR USE, REPRODUCTION, AND DISTRIBUTION

1. Definitions.

"License" shall mean the terms and conditions for use, reproduction, and distribution as
defined by Sections 1 through 9 of this document.

"Licensor" shall mean the copyright owner or entity authorized by the copyright owner that is
granting the License.

"Legal Entity" shall mean the union of the acting entity and all other entities that control, are
controlled by, or are under common control with that entity. For the purposes of this
definition, "control" means (i) the power, direct or indirect, to cause the direction or
management of such entity, whether by contract or otherwise, or (ii) ownership of fifty
percent (50%) or more of the outstanding shares, or (iii) beneficial ownership of such entity.
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"You" (or "Your") shall mean an individual or Legal Entity exercising permissions granted by
this License.

"Source" form shall mean the preferred form for making modifications, including but not
limited to software source code, documentation source, and configuration files.

"Obiject" form shall mean any form resulting from mechanical transformation or translation
of a Source form, including but not limited to compiled object code, generated
documentation, and conversions to other media types.

"Work" shall mean the work of authorship, whether in Source or Object form, made
available under the License, as indicated by a copyright notice that is included in or attached
to the work (an example is provided in the Appendix below).

"Derivative Works" shall mean any work, whether in Source or Object form, that is based on
(or derived from) the Work and for which the editorial revisions, annotations, elaborations,
or other modifications represent, as a whole, an original work of authorship. For the
purposes of this License, Derivative Works shall not include works that remain separable
from, or merely link (or bind by name) to the interfaces of, the Work and Derivative Works
thereof.

"Contribution" shall mean any work of authorship, including the original version of the Work
and any modifications or additions to that Work or Derivative Works thereof, that is
intentionally

submitted to Licensor for inclusion in the Work by the copyright owner or by an individual or
Legal Entity authorized to submit on behalf of the copyright owner. For the purposes of this
definition, "submitted" means any form of electronic, verbal, or written communication sent
to the Licensor or its representatives, including but not limited to communication on
electronic mailing lists, source code control systems, and issue tracking systems that are
managed by, or on behalf of, the Licensor for the purpose of discussing and improving the
Work, but excluding communication that is conspicuously marked or otherwise designated
in writing by the copyright owner as "Not a Contribution."

"Contributor" shall mean Licensor and any individual or Legal Entity on behalf of whom a
Contribution has been received by Licensor and subsequently incorporated within the Work.

2. Grant of Copyright License.

Subiject to the terms and conditions of this License, each Contributor hereby grants to You a
perpetual, worldwide, non-exclusive, no-charge, royalty-free, irrevocable

copyright license to reproduce, prepare Derivative Works of, publicly display, publicly
perform, sublicense, and distribute the Work and such Derivative Works in Source or Object
form.

3. Grant of Patent License.
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Subject to the terms and conditions of this License, each Contributor hereby grants to You a
perpetual, worldwide, non-exclusive, no-charge, royalty-free, irrevocable

(except as stated in this section) patent license to make, have made, use, offer to sell, sell,
import, and otherwise transfer the Work, where such license applies only to those patent
claims licensable by such Contributor that are necessarily infringed by their Contribution(s)
alone or by combination of their Contribution(s) with the Work to which such Contribution(s)
was submitted. If You institute patent litigation against any entity (including a cross-claim or
counterclaim in a lawsuit) alleging that the Work or a Contribution incorporated within the
Work constitutes direct or contributory patent infringement, then any patent licenses granted
to You under this License for that Work shall terminate as of the date such litigation is filed.

4. Redistribution.

You may reproduce and distribute copies of the Work or Derivative Works thereof in any
medium, with or without modifications, and in Source or Object form, provided that You
meet the following conditions:

(a) You must give any other recipients of the Work or Derivative Works a copy of this
License; and

(b) You must cause any modified files to carry prominent notices stating that You changed
the files; and

(c) You must retain, in the Source form of any Derivative Works that You distribute, all
copyright, patent, trademark, and attribution notices from the Source form of the Work,
excluding those notices that do not pertain to any part of the Derivative Works; and

(d) If the Work includes a "NOTICE" text file as part of its distribution, then any Derivative
Works that You distribute must include a readable copy of the attribution notices contained
within such NOTICE file, excluding those notices that do not pertain to any part of the
Derivative Works, in at least one of the following places: within a NOTICE text file distributed
as part of the Derivative Works; within the Source form or documentation, if provided along
with the Derivative Works; or, within a display generated by the Derivative Works, if and
wherever such third-party notices normally appear. The contents of the NOTICE file are for
informational purposes only and do not modify the License. You may add Your own
attribution notices within Derivative Works that You distribute, alongside or as an addendum
to the NOTICE text from the Work, provided that such additional attribution notices cannot
be construed as modifying the License.

You may add Your own copyright statement to Your modifications and may provide
additional or different license terms and conditions for use, reproduction, or distribution of
Your modifications, or for any such Derivative Works as a whole, provided Your use,
reproduction, and distribution of the Work otherwise complies with the conditions stated in
this License.

5. Submission of Contributions.
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Unless You explicitly state otherwise, any Contribution intentionally submitted for inclusion in
the Work by You to the Licensor shall be under the terms and conditions of this License,
without any additional terms or conditions. Notwithstanding the above, nothing herein shall
supersede or modify the terms of any separate license agreement you may have executed
with Licensor regarding such Contributions.

6. Trademarks.

This License does not grant permission to use the trade names, trademarks, service marks,
or product names of the Licensor, except as required for reasonable and customary use in
describing the origin of the Work and reproducing the content of the NOTICE file.

7. Disclaimer of Warranty.

Unless required by applicable law or agreed to in writing, Licensor provides the Work (and
each Contributor provides its Contributions) on an "AS IS" BASIS, WITHOUT WARRANTIES
OR CONDITIONS OF ANY KIND, either express or implied, including, without limitation,
any warranties or conditions of TITLE, NON-INFRINGEMENT, MERCHANTABILITY, or
FITNESS FOR A PARTICULAR PURPOSE. You are solely responsible for determining the
appropriateness of using or redistributing the Work and assume any risks associated with
Your exercise of permissions under this License.

8. Limitation of Liability.

In no event and under no legal theory, whether in tort (including negligence), contract, or
otherwise, unless required by applicable law (such as deliberate and grossly negligent acts)
or agreed to in writing, shall any Contributor be liable to You for damages, including any
direct, indirect, special, incidental, or consequential damages of any character arising as a
result of this License or out of the use or inability to use the Work (including but not limited
to damages for loss of goodwill, work stoppage, computer failure or malfunction, or any and
all other commercial damages or losses), even if such Contributor has been advised of the
possibility of such damages.

9. Accepting Warranty or Additional Liability.

While redistributing the Work or Derivative Works thereof, You may choose to offer, and
charge a fee for, acceptance of support, warranty, indemnity, or other liability obligations
and/or rights consistent with this License. However, in accepting such obligations, You may
act only on Your own behalf and on Your sole responsibility, not on behalf of any other
Contributor, and only if You agree to indemnify, defend, and hold each Contributor
harmless for any liability incurred by, or claims asserted against, such Contributor by reason
of your accepting any such warranty or additional liability.

END OF TERMS AND CONDITIONS

APPENDIX: How to apply the Apache License to your work.
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To apply the Apache License to your work, attach the following boilerplate notice, with the
fields enclosed by brackets "[]" replaced with your own identifying information. (Don't include
the brackets!)The text should be enclosed in the appropriate comment syntax for the file
format. We also recommend that a file or class name and description of purpose be
included on the same "printed page" as the copyright notice for easier identification within
third-party archives.

Copyright [yyyy] [name of copyright owner]

Licensed under the Apache License, Version 2.0 (the "License"); you may not use this file
except in compliance with the License.
You may obtain a copy of the License at http://www.apache.org/licenses/LICENSE-2.0

Unless required by applicable law or agreed to in writing, software distributed under the
License is distributed on an "AS IS" BASIS, WITHOUT WARRANTIES OR CONDITIONS OF
ANY KIND, either express or implied. See the License for the specific language governing
permissions and limitations under the License.

1.11.3.14  Unity

Microsoft Public License (Ms-PL)

This license governs use of the accompanying software. If you use the software, you accept
this license. If you do not accept the license, do not use the software.

1. Definitions

The terms "reproduce," "reproduction," "derivative works," and "distribution" have the same
meaning here as under U.S. copyright law.

A "contribution" is the original software, or any additions or changes to the software.

A "contributor" is any person that distributes its contribution under this license.

"Licensed patents" are a contributor's patent claims that read directly on its contribution.

2. Grant of Rights

(A) Copyright Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
copyright license to reproduce its contribution, prepare derivative works of its contribution,

and distribute its contribution or any derivative works that you create.

(B) Patent Grant- Subject to the terms of this license, including the license conditions and
limitations in section 3, each contributor grants you a non-exclusive, worldwide, royalty-free
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license under its licensed patents to make, have made, use, sell, offer for sale, import,
and/or otherwise dispose of its contribution in the software or derivative works of the
contribution in the software.

3. Conditions and Limitations

(A) No Trademark License- This license does not grant you rights to use any contributors'
name, logo, or trademarks.

(B) If you bring a patent claim against any contributor over patents that you claim are
infringed by the software, your patent license from such contributor to the software ends
automatically.

(C) If you distribute any portion of the software, you must retain all copyright, patent,
trademark, and attribution notices that are present in the software.

(D) If you distribute any portion of the software in source code form, you may do so only
under this license by including a complete copy of this license with your distribution. If you
distribute any portion of the software in compiled or object code form, you may only do so
under a license that complies with this license.

(E) The software is licensed "as-is." You bear the risk of using it. The contributors give no
express warranties, guarantees or conditions. You may have additional consumer rights
under your local laws which this license cannot change. To the extent permitted under your

local laws, the contributors exclude the implied warranties of merchantability, fitness for a
particular purpose and non-infringement.

1.11.3.15 WiX

Common Public License Version 1.0 (CPL)

(NOTE: This license has been superseded by the Eclipse Public License)

THE ACCOMPANYING PROGRAM IS PROVIDED UNDER THE TERMS OF THIS
COMMON PUBLIC LICENSE ("AGREEMENT"). ANY USE, REPRODUCTION OR
DISTRIBUTION OF THE PROGRAM CONSTITUTES RECIPIENT'S ACCEPTANCE OF
THIS AGREEMENT.

1. DEFINITIONS

"Contribution" means:

a) in the case of the initial Contributor, the initial code and documentation distributed under
this Agreement, and

b) in the case of each subsequent Contributor:
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i) changes to the Program, and
ii) additions to the Program;

where such changes and/or additions to the Program originate from and are distributed by
that particular Contributor. A Contribution 'originates' from a Contributor if it was added to
the Program by such Contributor itself or anyone acting on such Contributor's behalf.
Contributions do not include additions to the Program which: (i) are separate modules of
software distributed in conjunction with the Program under their own license agreement, and
(i) are not derivative works of the Program.

"Contributor" means any person or entity that distributes the Program.

"Licensed Patents " mean patent claims licensable by a Contributor which are necessarily
infringed by the use or sale of its Contribution alone or when combined with the Program.

"Program" means the Contributions distributed in accordance with this Agreement.

"Recipient" means anyone who receives the Program under this Agreement, including all
Contributors.

2. GRANT OF RIGHTS

a) Subject to the terms of this Agreement, each Contributor hereby grants Recipient a non-
exclusive, worldwide, royalty-free copyright license to reproduce, prepare derivative works of,
publicly display, publicly perform, distribute and sublicense the Contribution of such
Contributor, if any, and such derivative works, in source code and object code form.

b) Subject to the terms of this Agreement, each Contributor hereby grants Recipient a non-
exclusive, worldwide, royalty-free patent license under Licensed Patents to make, use, sell,
offer to sell, import and otherwise transfer the Contribution of such Contributor, if any, in
source code and object code form. This patent license shall apply to the combination of the
Contribution and the Program if, at the time the Contribution is added by the Contributor,
such addition of the Contribution causes such combination to be covered by the Licensed
Patents. The patent license shall not apply to any other combinations which include the
Contribution. No hardware per se is licensed hereunder.

c) Recipient understands that although each Contributor grants the licenses to its
Contributions set forth herein, no assurances are provided by any Contributor that the
Program does not infringe the patent or other intellectual property rights of any other entity.
Each Contributor disclaims any liability to Recipient for claims brought by any other entity
based on infringement of intellectual property rights or otherwise. As a condition to
exercising the rights and licenses granted hereunder, each Recipient hereby assumes sole
responsibility to secure any other intellectual property rights needed, if any. For example, if a
third party patent license is required to allow Recipient to distribute the Program, it is
Recipient's responsibility to acquire that license before distributing the Program.
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d) Each Contributor represents that to its knowledge it has sufficient copyright rights in its
Contribution, if any, to grant the copyright license set forth in this Agreement.

3. REQUIREMENTS

A Contributor may choose to distribute the Program in object code form under its own
license agreement, provided that:

a) it complies with the terms and conditions of this Agreement; and
b) its license agreement:

i) effectively disclaims on behalf of all Contributors all warranties and conditions, express
and implied, including warranties or conditions of title and non-infringement, and implied
warranties or conditions of merchantability and fitness for a particular purpose;

ii) effectively excludes on behalf of all Contributors all liability for damages, including direct,
indirect, special, incidental and consequential damages, such as lost profits;

iii) states that any provisions which differ from this Agreement are offered by that Contributor
alone and not by any other party; and

iv) states that source code for the Program is available from such Contributor, and informs
licensees how to obtain it in a reasonable manner on or through a medium customarily used
for software exchange.

When the Program is made available in source code form:
a) it must be made available under this Agreement; and
b) a copy of this Agreement must be included with each copy of the Program.

Contributors may not remove or alter any copyright notices contained within the Program.
Each Contributor must identify itself as the originator of its Contribution, if any, in a manner
that reasonably allows subsequent Recipients to identify the originator of the Contribution.

4. COMMERCIAL DISTRIBUTION

Commercial distributors of software may accept certain responsibilities with respect to end
users, business partners and the like. While this license is intended to facilitate the
commercial use of the Program, the Contributor who includes the Program in a commercial
product offering should do so in @ manner which does not create potential liability for other
Contributors. Therefore, if a Contributor includes the Program in a commercial product
offering, such Contributor ("Commercial Contributor") hereby agrees to defend and
indemnify every other Contributor ("Indemnified Contributor") against any losses, damages
and costs (collectively "Losses") arising from claims, lawsuits and other legal actions brought
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by a third party against the Indemnified Contributor to the extent caused by the acts or
omissions of such Commercial Contributor in connection with its distribution of the Program
in a commercial product offering. The obligations in this section do not apply to any claims
or Losses relating to any actual or alleged intellectual property infringement. In order to
qualify, an Indemnified Contributor must: a) promptly notify the Commercial Contributor in
writing of such claim, and b) allow the Commercial Contributor to control, and cooperate
with the Commercial Contributor in, the defense and any related settlement negotiations.
The Indemnified Contributor may participate in any such claim at its own expense.

For example, a Contributor might include the Program in a commercial product offering,
Product X. That Contributor is then a Commercial Contributor. If that Commercial
Contributor then makes performance claims, or offers warranties related to Product X, those
performance claims and warranties are such Commercial Contributor's responsibility alone.
Under this section, the Commercial Contributor would have to defend claims against the
other Contributors related to those performance claims and warranties, and if a court
requires any other Contributor to pay any damages as a result, the Commercial Contributor
must pay those damages.

5. NO WARRANTY

EXCEPT AS EXPRESSLY SET FORTH IN THIS AGREEMENT, THE PROGRAM IS PROVIDED
ON AN "AS IS" BASIS, WITHOUT WARRANTIES OR CONDITIONS OF ANY KIND, EITHER
EXPRESS OR IMPLIED INCLUDING, WITHOUT LIMITATION, ANY WARRANTIES OR
CONDITIONS OF TITLE, NON-INFRINGEMENT, MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE. Each Recipient is solely responsible for determining the
appropriateness of using and distributing the Program and assumes all risks associated with
its exercise of rights under this Agreement, including but not limited to the risks and costs of
program errors, compliance with applicable laws, damage to or loss of data, programs or
equipment, and unavailability or interruption of operations.

6. DISCLAIMER OF LIABILITY

EXCEPT AS EXPRESSLY SET FORTH IN THIS AGREEMENT, NEITHER RECIPIENT NOR ANY
CONTRIBUTORS SHALL HAVE ANY LIABILITY FOR ANY DIRECT, INDIRECT, INCIDENTAL,
SPECIAL, EXEMPLARY, OR CONSEQUENTIAL DAMAGES (INCLUDING WITHOUT
LIMITATION LOST PROFITS), HOWEVER CAUSED AND ON ANY THEORY OF LIABILITY,
WHETHER IN CONTRACT, STRICT LIABILITY, OR TORT (INCLUDING NEGLIGENCE OR
OTHERWISE) ARISING IN ANY WAY OUT OF THE USE OR DISTRIBUTION OF THE
PROGRAM OR THE EXERCISE OF ANY RIGHTS GRANTED HEREUNDER, EVEN IF ADVISED
OF THE POSSIBILITY OF SUCH DAMAGES.

7. GENERAL

If any provision of this Agreement is invalid or unenforceable under applicable law, it shall
not affect the validity or enforceability of the remainder of the terms of this Agreement, and
without further action by the parties hereto, such provision shall be reformed to the
minimum extent necessary to make such provision valid and enforceable.
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If Recipient institutes patent litigation against a Contributor with respect to a patent
applicable to software (including a cross-claim or counterclaim in a lawsuit), then any patent
licenses granted by that Contributor to such Recipient under this Agreement shall terminate
as of the date such litigation is filed. In addition, if Recipient institutes patent litigation
against any entity (including a cross-claim or counterclaim in a lawsuit) alleging that the
Program itself (excluding combinations of the Program with other software or hardware)
infringes such Recipient's patent(s), then such Recipient's rights granted under Section 2(b)
shall terminate as of the date such litigation is filed.

All Recipient's rights under this Agreement shall terminate if it fails to comply with any of the
material terms or conditions of this Agreement and does not cure such failure in a
reasonable period of time after becoming aware of such noncompliance. If all Recipient's
rights under this Agreement terminate, Recipient agrees to cease use and distribution of the
Program as soon as reasonably practicable. However, Recipient's obligations under this
Agreement and any licenses granted by Recipient relating to the Program shall continue and
survive.

Everyone is permitted to copy and distribute copies of this Agreement, but in order to avoid
inconsistency the Agreement is copyrighted and may only be modified in the following
manner. The Agreement Steward reserves the right to publish new versions (including
revisions) of this Agreement from time to time. No one other than the Agreement Steward
has the right to modify this Agreement. IBM is the initial Agreement Steward. IBM may
assign the responsibility to serve as the Agreement Steward to a suitable separate entity.
Each new version of the Agreement will be given a distinguishing version number. The
Program (including Contributions) may always be distributed subject to the version of the
Agreement under which it was received. In addition, after a new version of the Agreement is
published, Contributor may elect to distribute the Program (including its Contributions)
under the new version. Except as expressly stated in Sections 2(a) and 2(b) above, Recipient
receives no rights or licenses to the intellectual property of any Contributor under this
Agreement, whether expressly, by implication, estoppel or otherwise. All rights in the
Program not expressly granted under this Agreement are reserved.

This Agreement is governed by the laws of the State of New York and the intellectual
property laws of the United States of America. No party to this Agreement will bring a legal
action under this Agreement more than one year after the cause of action arose. Each party
waives its rights to a jury trial in any resulting litigation.

1.11.3.16 Xceed

Xceed Software License Agreement

IMPORTANT NOTICE

BY USING ALL OR ANY PORTION OF THE SOFTWARE YOU ACCEPT ALL THE
TERMS AND CONDITIONS OF THIS AGREEMENT. YOU AGREE THAT THIS
AGREEMENT IS ENFORCEABLE LIKE ANY WRITTEN NEGOTIATED AGREEMENT
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SIGNED BY YOU. IF YOU DO NOT AGREE, DO NOT INSTALL OR OTHERWISE
USE THE SOFTWARE. IF YOU ACQUIRED THE SOFTWARE WITHOUT AN
OPPORTUNITY TO REVIEW THIS AGREEMENT AND YOU DO NOT ACCEPT IT,
YOU MUST IMMEDIATELY CEASE AND DESIST USING THE SOFTWARE.

Custom License Agreements Available. If you wish to obtain a custom license agreement
with alternate terms and conditions, contact Xceed at licensing@xceed.com for instructions
and pricing.

Summary of some of the most popular topics covered in this Agreement:

e Licenses granted are perpetual. They do not expire when your subscription does.

e Licensed users get unlimited, royalty-free distribution rights.

e Licensed users can install the Software on any number of computers.

e To develop with the Software, each developer must have their own subscription.

¢ The term “developer” also includes testers and designers that Use the Software.

¢ A single user Blueprint Subscription may not be shared by a development team.

e You may not use the Software to develop SDKs, APIs or development tools.

e The Software is provided as-is, without representations or warranties of any kind.

This License Agreement (“Agreement”) is a legal agreement between Xceed Software Inc.
(“Xceed”), a Quebec corporation, principally located in Longueuil, Quebec, Canada and
you, the user, either an individual or a single entity (“Licensee”), is effective the date Licensee
installs, downloads, copies or otherwise Uses, in whole or in part, the specific version of the
Xceed software product (the “Software”) that this agreement was included with.

Herein, “Use”, “Uses” or “Used” means to access any of the files that are included with the
Software, to develop an application that makes use of the Software, to consult any of the
documentation included with the Software, or to otherwise benefit from using the Software,
either directly, or indirectly through a software wrapper around the Software.

In this Agreement, the terms “develop”, “developer”, “software developer”, “development”
and “developing” include any facet of the software development process (such as
researching, designing, testing or implementing/coding) that requires a person to have the
Software installed on their computer.

The Software is licensed, not sold. Licensee is considered to be an “Authorized” Licensee for
a specific version of the Software if Licensee has legitimately obtained a license key for that
version from Xceed as a result of purchasing a subscription for the Software from Xceed or
from an authorized reseller.

1. GRANT OF INSTALL LICENSE

Xceed grants Licensee royalty-free, non-exclusive license to install the Software on an
unlimited number of computers at Licensee’s premises and on portable computers operated
solely by Licensee. If Licensee is Authorized, the granted installation license is perpetual.

2. GRANT OF DEVELOPMENT LICENSE
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If Licensee is Authorized, Xceed grants Licensee a perpetual, royalty-free, non-exclusive
license to Use the Software on a single computer at any given time for the sole purpose of
developing any number of end user applications that operate in conjunction with the
Software. If Licensee is evaluating the software as part of a “free trial”, Xceed grants Licensee
a 45-day, royalty-free, non-exclusive license to Use the Software for the purpose of
developing end user applications that operate in conjunction with the Software.

The license rights granted under this Agreement do not apply to development or distribution
of: (1) software development products or toolkits of any kind, including but not limited to
any class libraries, components, controls, XML web services, cloud services, compilers, plug-
ins, adapters, DLLs, APls or SDKs destined to be used by software developers other than
licensees that are Authorized; and (2) software to be licensed or distributed under an open
source model, including, without limitation, models similar to Microsoft Public License,
GNU's General Public License (GPL), Lesser GPL, the Artistic License (e.g., PERL), the Mozilla
Public License, the Netscape Public License, the Sun Community or Industry Source License
or the Apache Software license.

If Licensee is Authorized and has purchased a “team” or other multi-license subscription, the
Software may be Used on more than one computer at Licensee’s premises by the number of
software developers associated with the team or multi-license subscription (e.g. a “Team 4"
or “4-developer” subscription allows up to four software developers to Use the Software on
up to four computers at Licensee's premises).

If Licensee is Authorized and has purchased a “site” subscription, the Software may be Used
by any number of software developers on any number of computers in up to two physical
buildings at Licensee’s premises.

If Licensee is Authorized and has purchased an “enterprise-wide site” subscription, the
Software may be Used by any number of software developers on any number of computers
located at any of the Licensee's premises.

3. GRANT OF DUPLICATION AND DISTRIBUTION LICENSE

The Software includes certain runtime libraries and binary files intended for duplication and
distribution by a Licensee that is Authorized. These runtime libraries and binary files are
specifically identified in the “Redistributable Files” section of the documentation included
with the Software (herein, “Redistributable Files”).

If Licensee is Authorized, Xceed grants Licensee a perpetual, royalty-free, non-exclusive
license to duplicate the Redistributable Files and to distribute them solely in conjunction with
software products developed by Licensee that use them.

The foregoing license is subject to the following condition: If Licensee distributes the
Redistributable Files, Licensee agrees to (i) not supply an Xceed license key to end users,
except if it is embedded in Licensee’s product’s object or intermediate code; (ii) not use
Xceed's name, logo or trademarks to market a software product; (iii) include a copyright
notice on Licensee's software product; (iv) indemnify, hold harmless, and defend Xceed from
and against any claims or lawsuits, and reasonable attorney’s fees, that arise or result from
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the use and distribution of Licensee’s software product; and (v) not permit further distribution
of the Redistributable Files by end user(s) of Licensee’s software product.

4. GRANT OF SOURCE CODE USE LICENSE

The source code to the Software (“Source Code”) is provided to the Licensee by Xceed, in a
separate installation package, provided that Licensee has legitimately obtained a “Blueprint
Subscription” for the Software from Xceed or an authorized reseller (Licensee is then
considered “Blueprint Authorized”). If some portions of the Software’s source code are not
provided, they are generally listed in the "Source Code Information" topic in the
documentation included with the Software.

If Licensee is Blueprint Authorized, Xceed grants Licensee the non-exclusive license to view
and modify the Source Code for the sole purposes of education, trouble-shooting, and
customizing features. If Licensee modifies the Source Code, Licensee may compile the
modified Source Code and use and distribute the resulting object code solely as a
replacement for the corresponding Redistributable Files the Source Code normally compiles
into.

The foregoing license is subject to the following conditions: (i) Xceed shall retain all rights,
title and interest in and to all corrections, modifications and derivative works of the Source
Code created by Licensee, including all copyrights subsisting therein, to the extent such
corrections, modifications or derivative works contain copyrightable code or

expression derived from the Source Code; (ii) Licensee may not distribute or disclose the
Source Code, or any portions or modifications or derivative works thereof, to any third party,
in source code form; (iii) Licensee acknowledges that the Source Code contains valuable and
proprietary trade secrets of Xceed, and agrees to take reasonable measures to help insure its
confidentiality; (iv) Under no circumstances may the Source Code be used, in whole or in
part, as the basis for creating a product that provides the same, or substantially the same,
functionality as any Xceed product; (v) If Licensee distributes a compiled version of the
modified Source Code or portions thereof, Licensee must distribute it in accordance with the
conditions listed in section 3 (“GRANT OF DUPLICATION AND DISTRIBUTION LICENSE”")
regarding the distribution of Redistributable Files; and (vi) Licensee will not request technical
support or error corrections from Xceed on issues arising out of any modifications of the
Source Code.

Licensee shall not be considered liable for any 3rd party malicious attempts to directly or
indirectly acquire the Source Code by decompiling, disassembling or otherwise reverse
engineering the Software.

5. SAMPLE CODE LICENSE

In addition to the licenses granted above, Xceed grants Licensee the non-exclusive license to
Use, copy and modify the source code version of those portions of the Software identified as
"Samples" or "Sample Code" or "Sample applications" ("Sample Code") for the sole purposes

of designing, developing, and testing Licensee’s software product(s). If Licensee is
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Authorized, Licensee may distribute any software products developed by Licensee that
contain the Sample Code or modifications thereof.

The foregoing license is subject to the following condition: Licensee agrees to (i) not use
Xceed's name, logo, or trademarks to market their software product(s); (i) include a valid
copyright notice on all copies of the Sample Code and any derivative works thereof; (iii) to
indemnify and hold harmless Xceed from and against any claims or lawsuits, including
attorneys’ fees, that arise from or result from the use, copying, modification or distribution of
the Sample Code and/or derivative works thereof, and (iv) not permit further distribution of
the Sample Code and/or derivative works by third parties.

6. CUSTOMIZATION CODE LICENSE

Certain portions of The Software may be identified as "Customization Code" and provided in
source code form ("Customization Code"). Licensees that are not Authorized may not modify
or redistribute Customization Code. Licensees that are Authorized must treat Customization
Code as "Source Code" as described in section 4 ("GRANT OF SOURCE CODE USE
LICENSE") and the Customization Code is subject to the same terms and conditions listed
therein, with the exception that the non-exclusive license in paragraph 2 of that section is
granted to Licensee that is Authorized even if Licensee is not Blueprint Authorized.

7. BACK-UP AND TRANSFER

Licensee may make copies of the Software solely for "back-up" purposes, as prescribed by
Canadian, United States, and international copyright laws. Licensee must reproduce and
include the copyright notice on the back-up copy. Licensee may transfer the Software to
another party only if the other party agrees to the terms and conditions of the Agreement,
and completes and returns registration information (name, address, etc.) to Xceed within 30
days of the transfer. Upon transferring the Software to another party, Licensee must
terminate this Agreement by following the instructions in the "AGREEMENT TERMS" section
below.

8. REVERSE-ENGINEERING

Licensee acknowledges that the Software, in source code form, remains a confidential trade
secret of Xceed and/or its suppliers and therefore Licensee agrees that it shall not modify,
decompile, disassemble or reverse engineer the Software or attempt to do so, except as
otherwise permitted in this agreement. Licensee agrees to refrain from disclosing the
Software (and to take reasonable measures with its employees to ensure they do not disclose
the Software) to any person, firm or entity except as expressly permitted herein.

9. RESTRICTIONS

Licensee may not Use, copy, modify, translate, or transfer the Software, documentation,
license key, or any of the files included with the Software except as expressly defined in this
agreement. Licensee may not attempt to unlock or bypass any “copy-protection”, licensing
or authentication algorithm utilized by the Software. Licensee may not remove or modify any
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copyright notice, nor any "About" dialog or the method by which it may be invoked. Licensee
may not rent or lease the Software. Violations will be prosecuted to the maximum extent
possible under the law.

10. LIABILITY DISCLAIMER

The Software is provided as is, without any representation or warranty of any kind, either
express or implied, including without limitation any representations or endorsements
regarding the use of, the results of, or performance of the product, its appropriateness,
accuracy, reliability, or correctness. The entire risk as to the use of this product is assumed by
Licensee. Xceed does not assume liability for the use of the Software beyond its original
purchase price. In no event will Xceed be liable for additional direct or indirect damages
including any lost profits, lost savings, or other special, incidental or consequential damages
arising from any defects, or the use or inability to use the Software, even if Xceed has been
advised of the possibility of such damages.

11. EXPORT LAW

Licensee acknowledges and agrees that the Software may be subject to export restrictions
and controls. Licensee agrees and certifies that neither the Software nor any direct

product thereof (e.g. any application software product developed by Licensee that uses the
Software) is being or will be acquired, shipped, transferred, exported or re-exported, directly
or indirectly, into any country prohibited by U.S. or Canadian export restrictions and
controls. Licensee bears all responsibility for export law compliance and will indemnify Xceed
against all claims based on Licensee’s exporting the Software.

12. AGREEMENT TERMS

This Agreement is effective until terminated. This Agreement will terminate if Licensee fails to
comply with any terms or conditions of this Agreement. Upon such termination, or to
terminate this agreement intentionally, Licensee must delete the Software from all its systems
and storage media, and recall and delete any Redistributable Files Licensee may have
distributed.

13. PARTIES BOUND

If Licensee is executing this Agreement on behalf of an entity, then Licensee represents that
he or she has the authority to execute this agreement on behalf of such entity.

14. COPYRIGHT

The Software is Copyright ©1994-2017 Xceed Software Inc., all rights reserved. The
Software is protected by Canadian and United States copyright laws, international treaties
and all other applicable national or international laws.

15. OTHER RIGHTS AND RESTRICTIONS
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Except for the limited licenses granted herein, Xceed retains exclusive ownership of all
proprietary rights (including all ownership rights, title and interest, and including moral rights
in jurisdictions where applicable) in and to the Software. Licensee agrees not to represent
that Xceed is affiliated with or approves of Licensee’s software product(s) in any way.

16. GENERAL

This Agreement shall be interpreted, construed, and enforced according to the laws of the
Province of Quebec, Canada. In the event of any action under this Agreement, the parties
agree that federal and provincial courts located in Longueuil, Quebec will have exclusive
jurisdiction and that a suit may only be brought in Longueuil, Quebec and Licensee submits
itself for the jurisdiction and venue of the provincial and federal courts located in Longueuil,

Quebec.

This Agreement constitutes the entire agreement and understanding of the parties and may
be modified only in writing signed by both parties. No officer, salesman or agent has any
authority to obligate Xceed by any terms, stipulations or conditions not expressed in the
Agreement.

If any portion of this Agreement is determined to be legally invalid or unenforceable, such
portion will be severed from this Agreement and the remainder of the Agreement will
continue to be fully enforceable and valid.
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Trademarks: QIAGEN®, QlAsymphony®, Rotor-Gene®, Rotor-Gene AssayManager® (QIAGEN Group); Microsoft®,
Windows® (Microsoft Corporation) Xceed ®

04/2022 © 2022 QIAGEN, all rights reserved.

Registered names, trademarks, etc. used in this document, even when not specifically marked as such, are not to be
considered unprotected by law.

Document Revision History

R4 This version has been updated to remove Windows 7 as an operating system, to remove
04/2022 Symantec Endpoint Protection and Microsoft Essentials from listed compatible anti-virus
scanners, and to add a note regarding the necessity to prevent hard disk turn off,
hibernation and standby.
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