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1 Rotor-Gene AssayManger v2.1 Core Application
User Manual - May 2019

scose
Rotor-Gene Q QIAGEN

/ — ———

QIAGEN Rotor-Gene AssayManager v2.1 Online Help

Recommended readings

For all users

¥ Introduction

¥ Basic concepts

» Using Rotor-Gene AssayManager v2.1
P Troubleshooting

» Abbreviations

¥ Glossary

¥ Appendices

For operators For administrators For approvers

Operators set up and start a run.  Administrators are responsible for Approvers assess the results of a
the initial installation. They run, make decisions on the validity
manage all assets (e.g., cyclers,  of an experiment and releases the
assay profiles, users) necessary for results.
working with Rotor-Gene The decision on the validity is not
AssayManager v2.1. made for most of the plug-ins.

F Setting up a run » Getting started P Approving a run

b Starting a run » Managing assay profiles » Working with reports

P Finishing/releasing a run  » Managing report profiles
¥ Managing users
» Managing cyclers
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1.1 Safety Information

The user-friendly Rotor-Gene AssayManager v2.1 software has been specifically
developed for use with up to four different Rotor-Gene® Q instruments. Before using
Rotor-Gene AssayManager v2.1 software, it is essential that you carefully read this
user manual, paying particular attention to the "Safety Information" chapter. The
instructions and safety information must be followed to ensure safe operation of the
cycler and to maintain the instrument in a safe condition.

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

c 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

YA

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 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 supply port.
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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 [W 5]

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

YA

Risk of personal injury and material damage [W6]

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

WARNING/
CAUTION

YA

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 supply port before servicing.

WARNING Electrical hazard [W8]

Any interruption of the protective conductor (earth/ground lead)
inside or outside the instrument or disconnection of the protective

A 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:

e The line power cord must be connected to a line power outlet that has a protective
conductor (earth/ground).

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

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

e Ifliquid 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:

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

WARNING Electrical hazard [W9]

The instrument has an electrical compliance label which
indicates the voltage and frequency of the power supply as well

A as fuse ratings. The equipment should only be operated under

these conditions.
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Environment
Operating conditions

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

c atmosphere.

WARNING Risk of explosion [W11]
The Rotor-Gene Q is intended for use with reagents and

Q substances supplied with QIAGEN kits. Use of other reagents and

substances may lead to fire or explosion.

CAUTION Damage to the instrument [C3]
Direct sunlight may bleach parts of the instrument and cause

e 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
F http://www.cdc.gov/biosafety.
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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
Americal).

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

Control of Substances Hazardous to Health (United Kingdom).
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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
Americal).

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.
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Waste disposal

Used consumables and plasticware may contain hazardous chemicals or infectious
agents. Such wastes must be collected and disposed of properly according to local
safety regulations.

Mechanical hazards

The lid of the Rotor-Gene Q 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

YA

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.
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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.

WARNING

YA

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

YA

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

WARNING

YA

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 v2.1. We are confident it will
become an integral part of your laboratory.

Rotor-Gene AssayManager v2.1 is a software for routine testing in combination with
Rotor-Gene Q instruments. Rotor-Gene AssayManager v2.1 is able to read in sample
information, set up experiments, control up to four different Rotor-Gene Q cyclers,
acquire data from these instruments, automatically analyze results, and create
reports.

Rotor-Gene AssayManager v2.1 consists of different components working together.
The core application v2.1 is complemented by different plug-ins that contain assay
type specific analysis and visualization of the results. The core application v2.1 is
mandatory for working with Rotor-Gene AssayManager v2.1 and at least one plug-in
must be installed. Optionally, additional plug-ins can be installed. Not all plug-ins
may be available in all countries. Refer to ¥ www.qiagen.com/Products/Rotor-
GeneAssayManager v2 1.aspxto discover our continuously expanding range of
plug-ins.

1.21 Provided User Manuals

The core application v2.1 as well as every available plug-in has its own user manual
with specific information about the functionality of the different Rotor-Gene
AssayManager v2.1 components. Rotor-Gene AssayManager v2.1 provide a context
sensitive help that can be started by simply pressing the "F1" key. components.
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, read, and printed as *.pdf files.

Rotor-Gene AssayManager v2.1 Provides a description of the software and describes

Core Application User Manual  functions that are the same for the core application
and all different plug-ins. Information about
troubleshooting is also provided.

Rotor-Gene AssayManager v2.1 Provide details on how to use the assay type specific

Plug-in User Manuals plug-ins and their functionalities.
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1.2.2 About this User Manual

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

¥ Introduction

¥ Intended use of Rotor-Gene AssayManager v2.1

F Getting started including installing Rotor-Gene AssayManager v2.1
¥ Basic concept and general software usage

b Using Rotor-Gene AssayManager v2.1

¥ Maintenance

F Troubleshooting

¥ Abbreviations

b Glossary

WVONOOLG AWM=

The ¥ appendices contain the following:

P File endings
¥ Liability clause
P License terms

Note

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

In this manual, the cycler names "Cycler 1", "Cycler 2", "Cycler 3", and "Cycler 4" are
used. Further information about how to configure cycles can be found under ¥
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. Therefore contact the QIAGEN Technical Services.
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1.2.4 Getting Help

Rotor-Gene AssayManager v2.1 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 as an example:

[%¢ Rotor-Gene AssayManager Manual

A =i

Hide Back Print  Options
Corterts | Search | Favortes | A
=1 () Core Application v2.1 User Manual - ugust 2016 - 200009 Previous Home Next
@ Safety Information — QIAGEN
B () Introduction
[E Provided User Maruals Logging In and Logging Out
%E“W”‘ ‘:‘:SFUSE'["‘G”W' All user interactions in Rotor-Gene AssayManager v2.1 are assigned to a specific user. Therefore, every user =
B GZETH@\EW on must be authenticated using a specific user ID and password.
| nep Before leaving the computer, a user is advised to lock the application or to log out.

[£] General Description of Rotor-Gene Assayh anager v2.1
B ([ Getting Started
@ Instaling Rotor-Gene AssayManager +2.1

@ Instaling Core Application v2.1 and Plugins Step-by-step procedure to log in to Rotor-Gene AssayManager v2.1

] Urinstalling the Riotor-Gene Assaphanager v2.1 softwe 1. Launch Rotor-Gene AssayManager v2.1,
[Z] First Login or
2] First Configuration if a user has logged out from a previously launched session, select "Log in" () from the main menu.

=] @ Basic Concepts and General Software Usage
@ Concepts
@ General Software Usage 1 Rotor-Gene AssayManager I
|5] RetorGene AssapMariager v2.1 Workspace
@ General Elements
B () Environments
@ Setup Environment
[5] Cyeler Enviranment
@ 4pproval Environment
@ Archive Environment
[5] Semvica Environment
@ Configuration Envirnment

m

[£] General Work Flow Service login
@ Plug-in Concept
B () Using Ff&m-ﬁene AssapManager v2.1 Exit

B ([ Standard Tasks
[5] Leaging In and Logging Out
[=] Losking and Urlocking The login screen is shown.
B ([ Setting up a Fun
[E] Creating/Editing awork List
[] Importing a work List
[£] Duplicating & \wiork List
2] Exporting awiork. List
2] Deleting a work List
[] Starting a Run
=] Finishing and Relsasing a Aun

Rotor-Gene AssayManager

User D

=] @ Approving a Run Password
2] Fitering Experiments
@ Appraving Samples —y
2] Releasing Data B [cows =

[5] working with Reports
[5] Working with dwdit Trails L
@ Adiristrative T asks [=or==]

@ Maintenance L

@ W Trnklachnnbinn

Rotor-Gene AssayManager v2.1 has a context-sensitive help system. After pressing the
"F1" key in dialogs, a context-sensitive help page is shown.
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Using Rotor-Gene AssayManager v2.1 Help

Tool bar
% Rotor-Gene AssayManager Manual EIE‘Q
& [
Hide Back Print

Options

Tabs r Contents |§ean:h | Favortes |

3 Core Application v2.1 User Manual - August 2016

00000
| al...: Home Next

Core Application v2.1 User Manual - August 2016

[RotorGeneAssayManager_new 2.1 pic }

The help file contains two functional areas:

e Tool bar
e Tabs

The tool bar contains the following buttons:

Name lcon

"Hide" or
IIShOWII

”BGCI("

"Forward"

v

Hide

Back

Forward

Description

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

Returns to the previous screen.

Returns to the screen displayed before using the
"Back" button.
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"Print" = The user has the choice:
Prirt 1) Print the selected topic.
2) Print the selected heading and all subtopics.
Select one option and confirm with "OK" or select
"Cancel" to go back.

"Options" i~ Opens the options menu with the following entries:
QOptions
Hide Tabs
Back
Forward
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
1.3 General Description of Rotor-Gene AssayManager v2.1
Product Configuration

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

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

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

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

1) Cycler control: Rotor-Gene AssayManager v2.1 controls the Rotor-Gene Q 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
v2.1 can also be used for experiment result approval and reporting only. In this case
the software can be installed on a computer not necessarily connected to a Rotor-
Gene Q cycler.

2) Data analysis: Rotor-Gene AssayManager v2.1 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 v2.1 imports sample-specific
information from QlAsymphony® software version 5.0 or via a LIMS. Data from the
PCR experiment are then used for analysis. After release of the results the system is
able to export data.

Note

The Rotor-Gene AssayManager v2.1 is only compatible with the results files of the
QIAsymphony software version 5.0.
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Modes of Operation
For cycler control and data analysis, Rotor-Gene AssayManager v2.1 offers 2 modes
of operation to the user, the Closed Mode and the User Defined Test Mode.

Closed Mode User Defined Test Mode
(UDT mode)
The Closed Mode is used for assays that The User Defined Test Mode is used
have been created and validated by for assays that have been created and
QIAGEN. These assays can only be validated by a user of the Rotor-Gene
modified by QIAGEN. AssayManager v2.1 with the user role
“Assay Developer".
In Closed Mode, assays are run and In User Defined Test Mode, assays are
analyzed without the permission to modify  run and analyzed without the
the corresponding assay profiles. permission to modify the

corresponding assay profiles.

The analysis in Closed Mode includes core The analysis in UDT mode includes
analysis, assay and sample analysis, and, only the core analysis and the assay
depending on plug-in, also a fully and sample analysis.

automatic data scan (AUDAS).

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

Note

For usage of the User Defined Test Mode (UDT mode) functionalities a compatible
UDT mode plug-in is required to be installed. A log-in in UDT mode without
installation of the corresponding plug-in will give you no access to administrative
tasks and you will not be able to perform experiments or analysis.
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Requirements for Rotor-Gene AssayManager v2.1 software users

The following table covers the general level of competence and training necessary for
delivery, installation, routine use, maintenance, and servicing of the Rotor-Gene
AssayManager v2.1 software.

Task Personnel Training and experience
Delivery No special requirements No special requirements
Installation Laboratory technicians or Basic IT knowledge of
equivalent, IT personnel installing software
Routine use Laboratory technicians or Professional users such as
equivalent technicians or physicians,

trained in molecular biology
techniques and the
functionalities of the Rotor-

Gene Q
Maintenance Laboratory technicians or Professional users such as
equivalent, IT personnel technicians or physicians,

trained in molecular biology
techniques and the
functionalities of the Rotor-

Gene Q
Service QIAGEN Technical or Field Regularly trained personnel,
Service Specialists only certified, and authorized by

QIAGEN

Training for Rotor-Gene AssayManager v2.1 software users

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

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

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

Note: Checksum confirmation is required to secure software integrity after web
download 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 V2.1

Rotor-Gene AssayManager v2.1 and the corresponding plug-ins are available on
QIAGEN.com. The data carrier provides installation, update, and uninstall process for
Rotor-Gene AssayManager v2.1, the Rotor-Gene AssayManager database, and the
Rotor-Gene AssayManager v2.1 plug-ins (plug-ins are delivered with different data
carriers).

Rotor-Gene AssayManager v2.1 uses a database (Microsoft® SQL Server® Express) to
store all data. The database can be installed locally or on a remote system. The
Microsoft SQL Server database provides backup and restore mechanisms. For
detailed information about backup and restore instructions, refer to the
“Maintenance” section in the Rotor-Gene AssayManager v2.1 MDx Core Application
User Manual .

Note

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

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

Note

Plug-ins cannot be uninstalled. 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 v2.1 for details.

Note

It is not possible to install Rotor-Gene AssayManager v2.1 on a computer or an
existing database server which already has Rotor-Gene AssayManager v1.0
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.

Rotor-Gene AssayManager v2.1 uses a database (Microsoft SQL Server Express) to
store all data. The database can be installed locally or on a remote system.

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

Task Description
Install on stand- e A user with local system administration privileges installs
alone computer* the database (Microsoft SQL Server Express) including

initial data, the Rotor-Gene AssayManager v2.1
application, and at least one Rotor-Gene AssayManager
v2.1 plug-in on a computer.

e The user is completely guided by the installation wizard
and will be prompted for input, if necessary.
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Setup a stand-
alone computer*,
which is connected
to a network and
install Rotor-Gene
AssayManager v2.1
on additional
computers*
connected to the
first

Use existing
database server
and install Rotor-
Gene
AssayManager v2.1
on additional
computers*

Proceed as described in "Install on stand-alone computer*".
The computer* is connected to the local area network.
Rotor-Gene AssayManager v2.1 and at least one Rotor-
Gene AssayManager v2.1 plug-in is installed on additional
computers by a user with local administration privileges.
During installation the user is prompted for connection to
the database, which has to be provided by the database
administrator.

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

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

A computer with the required specifications for operating the Rotor-Gene Q MDx
instrument and Rotor-Gene AssayManager v2.1 is supplied as part of the Rotor-Gene
Q MDx instrument which is referred to as “QIAGEN laptop” in the following text. In
general, the following minimum requirements must be fulfilled to run Rotor-Gene

AssayManager v2.1:

Description
Display

Supported

operating systems

Disk space
Processor

Memory

USB interface

Pointing device

Service packs
required

Bluetooth®

PDF viewer or
similar

Power options

Note

Minimum requirements
1024 x 768 pixel resolution or higher

Windows 7 Professional (32- or 64-bit) with Service Pack 1
Windows 10 with version 1709 or newer (32- or 64-bit)

250 GB
Intel® Core™ i3-380M Processor or higher
4 GB RAM recommended.

1 to 4 USB 2.0 ports or higher.
Contact » www.giagen.com for details regarding a USB Hub
if necessary.

Touchpad or mouse or equivalent is required.
Microsoft Windows 7: Service Pack 1

Has to be switched off

Already installed

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

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

Note

Only use original material, e.g., cables etc., supplied by QIAGEN.
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1.4.1.2 Outdated certificates on Windows 7

All installation packages, contained in the Rotor-Gene AssayManager v2.1 installer
are signed with validated certificates, trusted by Microsoft. This validity is checked by
the operating system for every new program which shall be installed on the system. To
be able to verify the validity of installer packages, the operating system maintains a
list of trusted root certification authorities which is updated automatically by the so-
called “automatic root update mechanism” introduced by Microsoft during the
lifetime of Windows 7.

If your operating system or the list of trusted root certification authorities is in an
outdated state, Microsoft cannot verify the validity of the pre-requisite packages,
installed by the Rotor-Gene AssayManager v2.1 installer. This will result in the
following error message during installation:

“Setup has detected that the publisher of file ‘..." cannot be verified. Installation
cannot proceed since the certificates of the operating system are outdated.” (see
screenshot below — note: the error message is only shown if you click on “Details <<”
button).

—

,f} RotorGeneAssayManager Setup

An emor occumed while installing system components for RotorGene AssayManager, Setup
I b, cannot continue until 3l system components have been successfully installed.

| Details<< | Ciose

Setup has detected that the publisher of file 'T:\Users'\admin‘AppData‘Local\Temp \WVSDEFEC tmp
\SOLSysCir Types' SQLSysClr Types_x86 msi’ cannaot be verfied. Installation cannol proceed since the
certificates of the operating system are outdated. Have a look into the RotorGene AssayManager
Quick Start Guidance to find more irformation about updating the cedficates

See the setup log file located at T:\Users\admin'\App Data‘Local\Temp \WVSDEFEC tmpinstall log' for
mare information.

Visit the QIAGEN website for updates and instructions to solve this problem.
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1.4.1.3 Internationalization

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

1.4.2 Installing Core Application v2.1 and Plug-ins

The following chapters provide you with details about the installation of the software
in 3 different configurations:

« Install on stand-alone computer*

« Setup a stand-alone computer* which is connected to a network and install Rotor-
Gene AssayManager v2.1 on one or two further computers* connected to the first

« Use existing database server and install Rotor-Gene AssayManager v2.1 on
additional computers*

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

For computer system requirements, refer to # Requirements.

Note

If Rotor-Gene AssayManager v2.1 is being installed on any client or serverin a
shared database environment, the user must close all connected Rotor-Gene
AssayManager v2.1 instances before installation.

Note

It is not possible to install Rotor-Gene AssayManager v2.1 on a computer or an
existing database server, which already has Rotor-Gene AssayManager v1.0
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.

Note
Plug-ins for Rotor-Gene AssayManager v1.0 are not compatible with Rotor-Gene
AssayManager v2.1.
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1.4.2.1 Installing the Core Application V2.1

For computer system requirements, refer to # Requirements.

Note

Rotor-Gene AssayManager v2.1 uses several software packages provided by third
parties. If not already installed on the system, these software packages are
automatically installed at the beginning of the Rotor-Gene AssayManager v2.1
software setup. Depending on the installed software packages, a reboot of the
system may be required before proceeding with the setup.

Note

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

Rotor-Gene AssayManager v2.1 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 already is
installed or should be installed on the local system or whether Rotor-Gene
AssayManager v2.1 shall be installed with a remote connection to an existing SQL
Server on an external system:

e If MS SQL Server 2014 Express is already installed on the local system or a remote
connection to an existing SQL server or an external system, the installation of MS
SQL Server 2014 Express is skipped and the installation continues with the
installation of Rotor-Gene AssayManager v2.1 application.

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

Note
During installation process, click "Back" to go a step back in the installation process.
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Step-by-step procedure to install the Rotor-Gene AssayManager v2.1 on stand-alone

computer*®

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

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

2. Start the installation of Rotor-Gene AssayManager v2.1 by double-clicking on
setup.exe.
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The setup wizard automatically opens the "Rotor-Gene AssayManager Setup"
window.

ﬁ Rotor-Gene AssayManager Setup I&

Welcome to Hotor-Gene AssayManager

( ( Setup
slsjsleie]
QIAGEN

Select the padkages to be induded in the installation:

Installation packages
(") Rotor-Gene AssayManager application, prerequisites and SQL Server Express

(71 Rotor-Gene AssayManager application and prerequisites

Messages

K, Cancel
L

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

3. Select the Rotor-Gene AssayManager v2.1 application, prerequisites, and SQL
Server Express to install the SQL Server locally on your system.

4. Click "OK"to proceed.
5. Click "Accept" to start the installation of MS SQL Server 2014 Express.
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'_‘;."-... T

For the following components:

SAL Server 2014 Express

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

MICROSOFT SOFTWARE LICENSE TERMS
MICROSOFT SQL SERVER 2014 EXPRESS

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

trwimno mlon mmmbhe Fo —mne Bliaenon B

@ View ELILA for printing

Do you accept the terms of the pending License Agreement ?

If you choose Don't Accept, install will close. To install you must accept this
agreement.

Accept | Dont Accept |

The installation progress windows is displayed:
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:-Z';) Installing SGL Server 2014 Express. ..

Cancel

6. The Rotor-Gene AssayManager v2.1 welcome screen will automatically be
opened.

CTTIT. Welcome to the Rotor-Gene
00000 AssayManager 2.1.1 Setup Wizard
QIAGEN yHanag P

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

7. Click "Next" to start the installation procedure.

8. The following windows security message may appear during the installation
process. Click "Install".
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[ Windows Security @
Would you like to install this device software?

Mame: QIAGEN GmbH Ports (COM & LPT)
%r Publisher: QIAGEM GmbH

[T Always trust software from "QIAGEN GmbH". Install ]l Don'tInstall |

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

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

5

End-User License Agreement I"x’

Please read the following license agreement carefully mn
QIAGEN's Rotor-Gene® AssayManager -

Software License Agreement

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

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

[ 11 accept the terms in the Licenze Agreement

Print Back Mext Cancel

Read and accept the license agreements by checking "l accept the terms in the
License Agreement" and click "Next".

10.The "Virus and spyware check" window is opened:
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Virus and spyware check
- . 1111
Chedk system for virus and spyware, QIAGEN
Confirm that your system has been chedked with anti-virus and anti-spyware
tools. Your system must be virus and spyware free.
] system is 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".
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11.The "Custom Setup" screen is displayed.

ﬁ::'.:-_'-e'e-:-:-? Vlanager 2 Setup —

Custom Setup

Select the way you want features to be installed. .Q.I H.G.E.Pl
Click the icons in the tree below to change the way features will be installed.

=) - | Database Installs Rotor-Gene AssayManager

=3 - | Rotor-Gene AssayManager soft 2.1.1 and the membership database

on the system

This feature requires 100ME on
your hard drive,

Browse,..

Reset Disk Usage Back Cancel

12.For a stand-alone desktop scenario with application and database on one
computer, the features "Database" and "Rotor-Gene AssayManager software" must

stay selected.

Note
Do not deselect any feature.
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13.Click "Disc Usage" to get an overview of the available and required disc space.

ﬁ Rotor-Gene AssayManager 2.1.1 Setup >

Disk Space Requirements 44444
The disk space required for the installation of the selected features. [ I 12])
QLAGEN

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 Availzble Reguired
= 236GE 46GE 319ME
=D 931GE TI7GE OKE
< >

Click "OK" to close the window.

14.Click "Next" to proceed with the installation of the selected features.
15.To proceed with the installation click "Next".
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16.Click "Install" to start the installation.

ﬂ Rotor-Gene AssayManager 2.1.1 Setup

. sseee
Ready to install Rotor-Gene AssayManager 2.1.1 20808

Click Install to begin the installation. Clidk 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.

0008 Completed the Rotor-Gene
00000 AssayManager 2.1.1 Setup Wizard
QIAGEN yrianag g

Rotor-Gene AssayManager 2.1.1 has been installed
successfully.

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

For working with Rotor-Gene AssayManager 2. 1. 1, install at
least one plug-in with separate setup, A pdf viewer must be
installed to display the reports created by Rotor-Gene
AssayManager 2. 1. 1.

If you have any questions concerning Fotor-Gene
AssayManager 2, 1.1 setup, contact QIAGEM Technical
Services,

Back Cancel

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

/f

L

FotorGene...
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Step-by-step procedure to setup a stand alone computer and install Rotor-Gene
AssayManager v2.1 on additional computers™

As a prerequisite for this installation scenario, install the Rotor-Gene AssayManager
v2.1 on a computer which is connected to the local area network according the
previous section (installed with an SQL Server Express installation).

Note

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

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

Note: Checksum confirmation is required to secure software integrity after web
download is successfully completed and before subsequent handling of the
software. Therefore, software checksum verification is requested before installation
of the downloaded software is started. For detailed information on confirmation of
software integrity during download and file transfer, please check the QIAGEN
software integrity verification process description document, which is provided
together with the software package on the QIAGEN webpage. If you download
software from the QIAGEN website on a different computer than that one on which
the software shall be installed, please make sure that the used flash drive to
transfer the software is free of viruses. QIAGEN strongly recommends to perform a
virus scan using an up-to-date virus scanner on the flash drive to avoid a
contamination.
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2. Start the installation of Rotor-Gene AssayManager v2.1 by double-clicking on
setup.exe.

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

ﬁ Rotor-Gene AssayManager Setup I&

Welcome to Hotor-Gene AssayManager

Setup
slsjsleie]
QIAGEN

Select the padkages to be induded in the installation:

Installation packages
(") Rotor-Gene AssayManager application, prerequisites and SQL Server Express

(71 Rotor-Gene AssayManager application and prerequisites

Messages

K, Cancel
L

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

3. Select the Rotor-Gene AssayManager v2.1 application and prerequisites.
4. Click "OK" to proceed.

5. The Rotor-Gene AssayManager v2.1 welcome screen will automatically be
opened.
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00000 Welcome to the Rotor-Gene
...'a AssayManager 2.1.1 Setup Wizard

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

6. Click "Next" to start the installation procedure.

7. The following windows security message may appear during the installation
process. Click "Install".

.

[=7] Windows Security @
Would you like to install this device software?

Narne: QIAGEN GmbH Ports (COM & LPT)

w:‘ Publisher: QLAGEMN GmbH

[] Abways trust software from "QIAGEN GmbH". Install ] | Don'tlnstall |

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

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-39



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

End-User License Agreement

Please read the following license agreement carefully mn
QIAGEN's Rotor-Gene® AssayManager -

Software License Agreement

TERMS AMD 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 yvou do not agree to the terms v

[ 11 accept the terms in the License Agreement

Print Back Mext Cancel

Read and accept the license agreements by checking "l accept the terms in the
License Agreement" and click "Next".

9. The "Virus and spyware check" window is opened:
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Virus and spyware check
i W Lt 111
Chedk system for virus and spyware. QIAGEN
Confirm that yvour 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 Mext Cancel

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

ﬁ LU= JENE Axsa wiallalyer o SELLIEr

Custom Setup

on the system

This feature requires 100ME on
your hard drive.

Browse...

[ 1111
Select the way you want features to be installed. m
Click the icons in the tree below to change the way features will be installed.
- ) x| Database Installs Rotor-Gene AssayManager
bt (= v | Rotor-Gene AssayManager soft 2.1.1 and the membership database

Reset Disk Usage Back Cancel

Note
Do not deselect any feature.
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11.Click "Disc Usage" to get an overview of the available and required disc space.

ﬁ Rotor-Gene AssayManager 2 Setup

Disk Space Reguirements '
The disk space reguired for the installation of the selected features. L 1213
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
=IC: 236GE 45GE 319ME
(=1sF 931GE TI7GE OKE
< b3

Click "OK" to close the window.
12.Click "Next" to proceed with the installation of the selected feature.

13.Fill in the required parameters. If the remote "Database server' is a computer with
a local installation of the Rotor-Gene AssayManager v2.1, fill in the computer
name, leave the instance name ('/RGAMINSTANCE'") as it is, and leave the field of

the "Password of sa" blank.
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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.

&

Rotor-Gene AssayManager 2.1.1 database server

. L1111
Enter the connection for Rotor-Gene AssayManager 2. 1.1 database server, QIAGEN

Database server name

Database instance

|RGAMINSTANCE

Password of sa (System Administrator) login

Chedk database connection

Back Mext Cancel

14.To proceed with the installation click "Next".
15.Install the Rotor-Gene AssayManager v2.1 as described in the following chapter.
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Step-by-step procedure to use existing database server and install Rotor-Gene
AssayManager v2.1 on additional computers™

Note

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

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

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

2. Start the installation of Rotor-Gene AssayManager v2.1 by double-clicking on
setup.exe.
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The setup wizard automatically opens the "Rotor-Gene AssayManager Setup"
window.

j%] Rotor-Gene AssayManager Setup Iﬁ

“Welcome to Hotor-Gene AssayManager

Setup
slsjsleje]

QIAGEN

Select the packages to be induded in the installation:

Installation packages
(71 Rotor-Gene AssayManager application, prerequisites and SQL Server Express

") Rotor-Gene AssayManager application and prerequisites

Messages

K Cancel
L

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

3. Select the Rotor-Gene AssayManager v2.1 application, prerequisites, if you want to
install Rotor-Gene AssayManager v2.1 with a remote connection to an existing SQL
Server on an external system.

. Click "OK" to proceed.

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

(O >N
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ﬁ Rotor-Gene AssayManager 2.1.1 Setup - >

000080 Welcome to the Rotor-Gene
00000 AssayManager 2.1.1 Setup Wizard
QIAGEN

The Setup Wizard will install Rotor-Gene AssayManager
2.1.1 on your computer, Clid Mext to continue or Cancel to
exit the Setup Wizard.

Back I Mext I | Cancel

6. Click "Next" to start the installation procedure.

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-47



7. The following windows security message may appear during the installation

process. Click "Install".

[=7] Windows Security @

Would you like to install this device software?

Mame: QIAGEN GmbH Ports (COM & LPT)
m:‘ Publisher: QLAGEMN GrmbH

[T Always trust software from "QIAGEN GmbH". Install ]| Don't Install |

';jﬁ' You should only install driver software from publishers you trust, How can 1
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.
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End-User License Agreement

Please read the following license agreement carefully ma
QIAGEN's Rotor-Gene® AssayManager -

Software License Agreement

TERMS AMD 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 yvou do not agree to the terms ¥

[ 11 accept the terms in the License Agreement

Print Back Mext Cancel

Read and accept the license agreements 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:

Virus and spyware check
Check system for virus and spyware, m
Confirm that your system has been checked with anti-virus and anti-spyware
tools. Your systemn must be virus and spyware free.
[ ]syetem iz virus and spyware free
Back Mexut Cancel

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

ﬁ LU= JENE Axsa wiallalyer o SELLIEr

Custom Setup

on the system

This feature requires 100ME on
your hard drive.

Browse...

[ 1111
Select the way you want features to be installed. m
Click the icons in the tree below to change the way features will be installed.
- ) x| Database Installs Rotor-Gene AssayManager
bt (= v | Rotor-Gene AssayManager soft 2.1.1 and the membership database

Reset Disk Usage Back Cancel

Note
Do not deselect any feature.
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11.Click "Disc Usage" to get an overview of the available and required disc space.

ﬁ Rotor-Gene AssayManager 2 Setup >

Disk Space Reguirements 4
The disk space reguired for the installation of the selected features. L 1213
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
=IC: 236GE 45GE 319ME
(=1sF 931GE TI7GE OKE
< b3

Click "OK" to close the window.
12.Click "Next" to proceed with the installation of the selected feature.
13.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.
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ﬁ Rotor-Gene AssayManager 2.1.1 Setup — >
Rotor-Gene AssayManager 2.1.1 database server 44444
. L1111}
Enter the connection for Rotor-Gene AssayManager 2. 1. 1 database server. QIAGEN
Database server name
Database instance
IF'.GAMINSTANCE
Password of sa (System Administrator) login
Check database connection
Back Mext Cancel

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

ﬁ Rotor-Gene AssayManager 2,11 Setup — >

. sseee
Ready to install Rotor-Gene AssayManager 2.1.1 28808

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

Back | Install Cancel
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16.After the installation is completed click "Finish" to close the window.

00000 Completed the Rotor-Gene
o000 AssayManager 2.1.1 Setup Wizard
QIAGEN yrianag P

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

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

For working with Rotor-Gene AssayManager 2. 1.1, install at
least one plug-n with separate setup. A pdf viewer must be
installed to display the reports created by Rotor-Gene
AssayManager 2.1. 1.

If you have any questions concerning Rotor-Gene
AssayManager 2.1.1 setup, contact QIAGEN Technical
Services.

Back Cancel

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

/f

kd

RotorGene...

Note: Future updates to Rotor-Gene AssayManager v2.1 will be provided on the
QIAGEN webpage.
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1.4.2.2 Installing Plug-ins

For the use of Rotor-Gene AssayManager v2.1 at least one plug-in has to be installed.
Plug-ins are provided on QIAGEN.com.

Note

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

Note
Only after the same plug-ins have been successfully installed on all related clients,
should the user log in again.

Note
The installation of the Gamma Plug-in is provided as an example for the installation
of any plug-in.

Step-by-step procedure to install a Rotor-Gene AssayManager v2.1 plug-in
1. Download the plug-in from the QIAGEN website.
2. Start the installation of the plug-in by double-clicking on setup.exe.
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-
ﬁ! Gamma Plug-in 1.0.0 for AssayManager Setup It

00000 Welcome to the Gamma Plug-in 1.0.0 for
00000 AssayManager Setup Wizard
QIAGEN

The Setup Wizard wil install Gamma Plug-n 1.0.0 for
AssayManager on your computer, Click Mext to continue or
Cancel to exit the Setup Wizard.

3. Read and accept the license agreement by clicking the checkbox and click "Next".
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’
ﬁl Gamma Plug-in 1L.0.0 for AssayManager Setup — e

End-User License Agreement

ssses
Flease read the following license agreement carefully QIAGEN
QIAGEN’s Gamma Plug-in for Rotor-Gene =
AssayManager® L4

Software License Agreement

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

[]1 accept the terms in the License Agreement

4. Confirm that your system is virus and spyware free by checking the corresponding
check box and click "Next".
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’
ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup —l

Virus and spyware check 4444
Chedk system on virus and spyware m

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

[] system is virus and spyware free

5. Select the features to be installed.
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’
ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup =

|
Custom Setup 20009
Select the way you want features to be installed. m

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

Gamma Plug4n 1.0.0 Installz the Gamma Plug-n 1.0.0 for
‘= ~ | Update database schema AssayManager

This feature requires 4883kKB on your
hard drive.

Browse,..

Reset I Disk Usage |[ Bak |[ mext || cancel

Note
Do not deselect any 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.

7. Click "Install" to start the installation of the plug-in.
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’
ﬁl Gamma Plug-in 1.0.0 for AssayManager Setup

Installing Gamma Plug-in 1.0.0 for AssayManager

Flease wait while the Setup Wizard installs Gamma Flug-n 1.0.0 for AssayManager.

8. Wait until the installation process has finished.
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ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup El_léj

000088 Completed the Gamma Plug-in 1.0.0 for
00000 AssayManager Setup Wizard
QIAGEN yrianager Setp

Gamma Flug-n 1.0.0 for AssayManager has been installed
succesfully,

Enjoy working with Gamma Plug-n 1.0.0 for AssayManager.

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

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

10. After next restart of Rotor-Gene AssayManager v2.1 the installed plug-in is
available.

Related topics
¥ Installing the core application v2.1

Step-by-step procedure to install Rotor-Gene AssayManager v2.1 plug-in using a central
database server

As a prerequisite for this installation scenario, the plug-in installation will be started
on a computer on which the SQL Server Express database was deselected during core
application installation.

1. Download the plug-in from the QIAGEN website.
2. Start the installation of the plug-in by double-clicking on setup.exe.
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”
ﬁ‘ Gamma Plug-in 1.0.0 for AssayManager Setup -

00800 Welcome to the Gamma Plug-in 1.0.0 for
0Ccocs AssayManager Setup Wizard
QIAGEN

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

3. Read and accept the license agreement by clicking the checkbox and click "Next".
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.
ﬁ' Gamma Plug-in 1.0.0 for AssayManager Setup —le

End-User License Agreament

essee
Please read the following license agreement carefully GIAGEN
QIAGEN's Gamma Plug-in for Rotor-Gene =
AssayManager® L4

Software License Agreement

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

[]1 accept the terms in the License Agreement

4. Confirm that your system is virus and spyware free by checking the corresponding
check box and click "Next".
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”
ﬁ! Gamma Plug-in 1.0.0 for AssayManager Setup —l

Virus and spyware check S8888

- , TI11]
Chedk system on virus and spyware QIAGEN

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

[| system is virus and spyware free

5. Fill in the required parameters.

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

b) If the "Database server" is a SQL server, fill in the your customer database instance
name, provided by our database administrator.
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P
ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup — e

Rotor-Gene AssayManager database server

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

Database server name

Database instance

IF‘.GAMINSTANCE

Check database connection

6. Click "Next" to start the installation of the plug-in.
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’
ﬁl Gamma Plug-in 1.0.0 for AssayManager Setup

Installing Gamma Plug-in 1.0.0 for AssayManager

Flease wait while the Setup Wizard installs Gamma Flug-n 1.0.0 for AssayManager.

7. Wait until the installation process has finished.
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[ ﬁ Gamma Plug-in 1.0.0 for AssayManager Setup I. — | |_ihr

( ( Completed the Gamma Plug-in 1.0.0 for
QCcooo AssayManager Setup Wizard
QIAGEN yranager >etip

Gamma Flug-n 1.0.0 for AssayManager has been installed
succesfully,

Enjoy working with Gamma Plug-n 1.0.0 for AssayManager.

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

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

9. After the next restart of Rotor-Gene AssayManager v2.1 the installed plug-in will be
available.

1.4.3 Additional Software on Connected Computers

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

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

1.4.3.1 Configuration of Windows Security

The laptop computers that are provided by QIAGEN for use with your Rotor-Gene® Q
instrument have Microsoft Windows 7 or 10 pre-installed and are configured with a
standard (non-administrative) Windows user account and with an administrator
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account. In routine usage of the system, the standard account shall be used, since
Rotor-Gene AssayManager v2.1 is designed to run without administrator rights. The
administrator account shall only be used to install the Rotor-Gene AssayManager v2.1
software and a virus scanner (please see 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#g3nlA6”.
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 operator
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
v2.1 user management.

1.4.3.1.1 Configuration for Windows 7 security
To create a standard user account, please follow these steps:

1. Open the windows control panel via the "Start" menu and select the "User
Accounts/Manage Accounts".

2. Chose "Create a new account".
i e

e
ﬂ_ o B # U Aocounéy o llarsge Aocousnd = | iy o
e . ——

Lhoose The BI00UNE 04 would like to chamge

Admin Guest

Akt el thargrs o can e
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3. Name the account and select "Standard User" as the account type.

. -

Ko w B Manage dounts ¢ Crote ew Aot =14 § " A

Mame the acoount and choose an account type

Thik e will appear on e Wilkoorne dcoeen and on the Ja mei
P |

Standard pocounk users Can upe meast soffwane wedl change system sethings thad do mot s ect othe users o
he securty of e compuber

Airatariiraton

Admmitratort hive commpleto 8¢ ceid 1o the competer and can maks any doieed change: Baded on
magtali sazn pettingn, sdmenisSrabors may be sshed to peorche B passaoed or confirmatsgn belore
mruioing chasreget that sfect othey usen

W eecommarad that you pectect every scount with 5 iBiong pidiweed

Creste Account | Canel

4. Click "Create Account"
1.4.3.1.2 Configuration for 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 (Admin)

Task Manager
Control Panel
File Explorer
Search

Run

Shut down or sign out

Desktop

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-70



2. Expand Local Users and Groups.

File

;EJ Computer Management

Acticn  View  Help

= |5 = BE

Mame

W

W

Computer Management (Local)
m Systern Tools
> @ Task Scheduler

> 2] Event Viewer
3| Shared Folders

»
>% Local Users and Groups )

> Performance
oy Device Manager
{22 Storage

o Disk Management

» _-:_J{; Services and Applications

m Systern Tools

ﬁ Storage

_'?—g Services and Applications

;5'1 Computer Management
File Action View Help

&= | =  HE

Mame

;gu Computer Management (Local)
v m Systern Tools
3 @ Task Scheduler
> @ Event Viewer
> il Shared Folders
~ % Local Users and Groups
[| Groups
5 @ Performance
oy Device Manager
v 23 Storage
o Disk Management
5 __=_J¢ Services and Applications

ﬁ’,} Systemn Tools
Storage

_':_l;g Services and Applications

1-71
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. Select "Users". With "Users" highlighted, click "Action".

;&' Computer Management

File View Help

o< HE dE|HE

;&- Computer Management (Local)
W '[['j System Tools
@ Task Scheduler
@ Event Viewer
| Shared Folders
v & Local Users and Groups
7 Users
| Groups
@ Performance

A Meviee Mananer

4. Select "New User...".

Mame Full Name
&iadmin

&Administrator
EDEfaultAccnunt

&Guest

Description

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

.5' Computer Management
File | Action View Help
4@ = { New User.. )

.é' C Refresh
|
v i  Eportlist..

Help

) Mame

&;admin
&jhdministratnr
&j Defaulthccount

Eﬂ Shared Folders

| Users

[] Groups
@ Performance
4 Device Manager

v i Local Users and Groups

&.jGuest

Full Mame
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Mew User ? X

lser name: |Opaatur |
Full name: | |
Description: | |
Password: |lul|uu|lu|ln |
Corfimm password: I |

User must change password at next logon;

|User cannot change passwaord

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

New User ? >
User name: |Operator |
Full name: | |
Description: | |
rF‘assword: |-....... 8 |
Corfim password: |---..... |

[ Ji=er must change password at next logon:

[] User cannot change password

L_|:| Password never expires y
[ ] Account is disabled
Help Create Close
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7. Click "Create" to finish.

Mew User 7 w
User name: |0PEiT:I’mr |
Full name: | |
Description: | |
Password: TIITIIL |
Confirm password: |“""" |

[ JiU=er must change password at next logon:

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

Help Create Close
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list.

Mew User ? >

|ser name: || |

Full name: | |

Description: | |

Passwond: | |

Corfirm passward: | |

|User must change password at next logon
|User cannot change password

Password never expires

[ ] Account iz disabled

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

;Q-' Computer Management
File Action View Help
e 2@ 65|

T ®

@ Performance
% Device Manager
\:j& Storage
:ch Services and Applications

9. Close "Computer Management".

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

;&' (;Dmputer Management (Local) Marne Full Mame Description
v [f} System Tools B admin
g Easkf:rheduler EAdministrator Built-in account for administering...
- S;en g ;:ET:I' &Defaultﬁ\ccount A user account managed by thes..
ared Folders 1
= &Gue:t Built-in account for quest accesst...
~ & Local Users and Groups &
e Qperater Qperater
] Groups

Actions
Users -
More Actions P

CTRL + ALT + DELETE and selecting "Change a password" from the available

options.
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1.4.3.2 Setting up properties for log folder

If you are using Rotor-Gene AssayManager v2.1 in a multi-user windows environment,
you must manually setup permissions for the “log” folder after installing RGAM.
Otherwise it will not be possible for RGAM to create new log files if the windows user is

changed.
1. Log in as administrator, right click on the Rotor-Gene AssayManager icon and

select “Open file location”.

Open
Troubleshoot compatibility

Open file location
'@' Run as admimistrator

2. The file explorer will open the Rotor-Gene AssayManager/bin folder. Navigate up
one folder to the Rotor-Gene AssayManager top folder. Click with the right mouse
button on the “Log” folder and select “Properties”:

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

Organize » Include in library - Share with + Burn Mew folder
-
r Favorites MName Date medified Type Siz
Bl Desktop .. bin 2/20/2018 1:54 PM File folder
& Downloads .. documentation 2/20/2018 1:35 PM File folder
15| Recent Places . Log 2/20/2018 1:56 PM File folder
View 3
=l Libraries Sort by 3
@ Documents Group by L4
J‘i Music Refresh
Pictures
= X Customize this folder...
E Videos
Paste
1M Computer Paste shortcut
& Local Disk (C:) Undo Copy Ctrl+Z
Share with 4
‘h Metwork
New 4
Properties
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3. Inthe new dialog box, click on the “Security” tab and then select the “Advanced”

-

button:

.
| . Log Properties M

| General I Sharing | Security | Previous \ersions Custnmize|

Object name:  C:\Program Files"2IAGEN Rotor-Gene AssayManz

GI‘GIJD ar user names:

EF__; Everyone
51 CREATOR OWNER
S8 SYSTEM

ﬂl Adminictratare MMTASERB™ Adminictr=taret | i
4 T 3

[ »

Tao change pemissions, click Edit. ,@, Edit

Pemissions for Everyone Allow Dery

Full control

Modify

Read & execute
Ligt folder conterts
Read

Write

For special permissions or advanced settings,

click Advanced. Advanced

_! 9 m [ »

Leam about access control and pemissions

oK || Cancel || feply
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4. In the new dialog box, click on “Change Permissions...":

-

| Advanced Security Settings for Log

Permissions |Aud'rting I Ownier I Effective F‘aiTnissinns|

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

Ohject name: CProgram Files"QIAGEN Rotor-Gene AssayManagerLog

Permission entries:

Include inhertable pemissions from this object’s parent

Managing pemmission entries

Type MName Permission Inherted From Apply Ta

Allow BEveryone Special <not inherted:> Thiz folder onhy

Allow Evenyone Special <not inherted: Subfolders and files only

Allow TrustedInstaller Special C:%Program Files". Thiz folder and subfolders

Allow SYSTEM Full cortral C:Program Files* This folder, subfolders an...

Allow Administrators (QIAGEN-...  Full contral C:Program Files* Thig folder, subfolders an...

Allow Users (QIAGEN-PChUsers) FRead & execute C:"Program Files* This folder, subfolders an...

Allow CREATOR OWMNER Special C:%Program Files®. Subfolders and files only
[@Change Permissions. ..

0K || Cancel
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5. Select the user with the name “Everyone” and click on “Edit".
i !
| Advanced Security Settings for Log g

Permissions

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

Ohject name: C:\Program Files\QIAGEN \Rotor-Gene AssayManageriLog

Permission entries:

Type Mame Permission Inherited From Apply Ta g
Everyone <not inherited » This folder only
Allow Everyone Special <not inherited > Subfolders and files only i
Allow TrustedInstaller Spedial C:\Program Files, This folder and subfolders |~
Allow SYSTEM Full control C:\Proaram FilesY, This folder, subfolders a...
Allow Administrators (QIAGEN... Full contral C:\Program Files, This folder, subfolders a...
Allowy Users (QIAGEN-PC\Users) Read & execute C:\Proagram FilesY, This folder, subfoldersa... _
[ Add... ] [ Edit... Q‘J [ Remove ]

Indude inheritable permissions from this object's parent

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

Managing permission entries

ok || cancel Apply
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6. Select the entry “This folder, subfolders and files” from the drop-down menu
“Apply to":

T -
|, Permission Entry for Log u
Object

Mame:  Everyone Change...

Apply to; ﬁusfnldernri

ThIS folder onl
ablded This folder, subfolders and files |
This folder and subfolders

Ful mntmThls folder and files

Traverse 15, bfolders and files only
List folder Subfolders only
Files anly

Read atirivaes

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

Write extended attributes
Delete subfolders and files
Delete

m

-

Apply these permissions to objects and for

containers within this container anly

ID0SEEEOTL
ID0O0OOOO0

Managing permissions

Coc [ cona
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7. Click on “Click” on the checkbox “Full Control” in the column under “Allow”:
!

o

| . Permissicn Entry for Log M
Object

Mame:  Ewveryone

Apply to: [This folder, subfolders and files V]

Permissions: Allow

»

Full control

Traverse folder f execute file
List folder [ read data

Read attributes

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

Write extended attributes
Delete subfolders and files
Delete

A Apply these permissions to objects and for Clear all

containers within this container only

m

| IOOOOOEOEEEE|S

ID0REEEOOOGA

1

Managing permissions

[ Ok, ][ Cancel ]
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8. Afterwards, “Allow” should be checked for all permissions. Confirm this dialog
and close the window by pressing on “Ok”.

i [
|, Permission Entry for Log ﬁ

Object
Mame:  Everyone
Apply to: | This folder, subfolders and files -
Permissions: Allow Deny
Full contral </
Traverze folder J execute file [
List folder [ read data [l
Read attributes [l
Read extended attributes [l E
Create fileg / write data [
Create folders [ append data [l
Write atiributes [l
Write extended attributes |\
Delete subfolders and files [
Delete [l il
l Apply these permissions to objects and for Clear all
containers within this container anly
Managing permissions

[ oK, DSH Cancel ]
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9. Close the remaining dialogs with a click on the “Ok” Button as well. The last
dialog box should look like the one on the following page (User “Everyone” has
full control):

| . Log Properties ﬁ

| General I Sharing | Security | Previous \ersions | Eustnmize|

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

GI'IZILIFI ar user names:

gﬂ Everyone -
§2, CREATOR OWNER [

82, SYSTEM

02 BAdministretors i01ASERLEC Sdeministrators)
1 | 1] [

To change permissions, click Edit.

Pemissions for Everyone Allow Dery

Full control o it
Modify

Read & execute

W
o
Ligt folder contents "y
-/
W

m

Read
Write

-

For special permissions or advanced settings.
click Advanced.
Leam about access control and pemissions

| 0K N[ Cancel | |  Aoply

LS A

1.4.3.3 Anti-virus software

=]
J

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

e Symantec Endpoint Protection V12.1.6
e Microsoft Security Essentials V4.10.209
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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 www.QIAGEN.com for the latest versions of
anti-virus software that have been validated in combination with Rotor-Gene
AssayManager v2.1.

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

The selection of an appropriate virus scanning tool is the customer’s responsibility. To
get consistent results after installation of a virus scanner, a system administrator
should ensure the following:

e As explained above, the database folder path of the Rotor-Gene AssayManager
v2.1 needs to be excluded from file scans which is as follows: C:\Program
Files\Microsoft SQL Server\MSSQL10_50.RGAMINSTANCE\MSSQL\DATA or C:
\Program Files\Microsoft SQL Server\MSSQL14.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 v2.1 is in 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.

1.4.34 System tools

Many system tools may use significant system resources even without any user

interaction. Typical examples of such tools are:

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

e Disk defragmentation, which often also employs a background task

¢ Any software that checks for updates on the Internet

¢ Remote monitoring and management tools

Note: Due to the dynamic nature of information technology products and systems,

this list may be incomplete. Tools may be released that are not known at the time of
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writing. It is important that system administrators take care that such tools are not
active on the computer while Rotor-Gene AssayManager v2.1 is performing a PCR

run.

1.4.3.5 Operating system updates

The laptop computers provided by QIAGEN is configured in a way that automatic

updates to the operating system are disabled. If your configuration is different, a

system administrator must disable any automatic updates to the operating system.

This can be performed as follows.
1. Open the “Control Panel” and select “Windows Update”.

o

~ [ search Con.. 2]

\,J\/‘ [E3 + Control Panel » All Control Pansltems »

Adjust your computer’s settings

¥ Action Center

H| Color Management

¥ Desktop Gadgets

M @ Ease of Access Center

@ HomeGroup

1 Internet Options

5 Network and Sharing Center
I & personalization

& Recovery

& Speech Recognition

[ Troubleshooting

I & Windows Defender

S Wireless Configuration Utility

& Administrative Tools
[E Credential Manager
=8 Device Manager
Folder Options

& Indexing Options

2 Keyboard

MNotification Area lcons
{5 Phone and Modem

# Region and Language
@) Sync Center

82, User Accounts

WP Windows Firewall

"3 AutoPlay

&) Date and Time
8 Devices and Printers

A Fonts
Intel(R) HD Graphics
Location and Other Sensors
& Parental Controls
3B Power Options
%) RemoteApp and Desktop Connections
18 System
&, Windows Anytime Upgrade
ER Windows Mobility Center

Viewby: Smallicons =

W Backup and Restore

@ Default Programs

& Display

5 Getting Started

(& Intel® Rapid Storage Technology
F Mouse

M Performance Information and Tools
Programs and Features

% Sound

|L Taskbar and Start Menu

B Windows CardSpace

EJ Windows Update

Windows Update
Check for software and driver
updates, choose automatic updating
settings, or view installed updates.
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2. Select “Change settings”.

@Qv 7 » Control Panel » All Control Panellrems » Windows Update

Control Panel Home

Windows Update
Check for updates

Change settings
V\Ewupdatg j;mry @ Check for updates for your computer

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

performance.
Check for updates

Restore hidden updates

Updates: frequently asked
questions

Most recent check for updates: 8/8/2017 at 1:22 PM
Updates were installed: /8/2017 at 2:23 PM. View update history
You receive updates: For Windows only.

Get updates for other Microsoft products. Find out more

See also
Installed Updates
£, Windows Anytime Upgrade

3. Select “Never check for updates”.

€

Qv =1 » Control Panel » All Control Panelltems » Windows Update » Change settings

Choose how Windows can install updates

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

How does automatic updating help me?

Important updates

| [install updates automatically (recommended) =

Install updates autematically (recommended)
Download updates but let me choose whether te install them
Check for updates but Iet me choose whether to download and install them
Never check for updates (not recommended)

Recom

Give me recommended updates the same way | receive important updates

Who can install updates
[] Allow all users to install updates on this computer

Nete: Windows Update might update itself automatically first when checking for other updates. Read our
privacy statement online.
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4. Check that option “Never check for updates” is active.

=APEl X

& (_/=[E» ConvolPenel » AllComtrol Panel ems + Windows Update + Change settings ~ [ 42 [ search Con.. £

Choose how Windows can install updates

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

How does automatic updating help me?

Important updates

‘.gg.‘ [Mever check for updates (ot recommended) -
‘e

new updates: | Every day at |00 AM

Recommended updates

7] Give me recommended updates the same way | receive important updates

Who can install updates

7] Allow all users to install updates on this computer

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

B oK Cancel

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

Please visit the product page on ¥ www.giagen.com/support/technical-
support/giagen-system-updater/ for more information

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

Once registered, QIAGEN will send you an email when a new release of the QIAGEN
System Updater is available for download.

1.4.3.6 Firewall and Networks

The Rotor-Gene AssayManager v2.1 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
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Rotor-Gene AssayManager v2.1 to the centralized database server. Outgoing
connections are allowed as this may be required for retrieving updates or when the
Rotor-Gene AssayManager v2.1 is configured to work with a centralized database
server. For security and reliability reasons in such cases, a cable-based local area
networks instead of wireless network connections should be used.

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

1. Open the “Control Panel” and select “Windows Firewall”.

@@v@ » Control Panel » All Control Panel tems »

Adjust your computer's settings

¥ Action Center

K3 Color Management

& Desktop Gadgets

'@ Ease of Access Center

& HomeGroup

Internet Options

5% Network and Sharing Center
| personalization

& Recovery

# Speech Recognition

[ Troubleshooting

il Windows Defender

48 Wireless Configuration Uitility

Administrative Tools
[E Credential Manager

1 Device Manager
Folder Options

& Indexing Options

@2 Keyboard

Notification Area Icons

[IE Phone and Modem

& Region and Language

) Sync Center

_‘E User Accounts

@ Windows Fiﬁ;j all

g AutoPlay

& Date and Time
# Devices and Printers

A Fonts
Intel(R) HD Graphics
Location and Other Sensors
& Parental Controls
3 Power Options
5 RemoteApp and Desktop Connections
1B 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: Small icons ¥

s Backup and Restore

'@' Default Programs

B Display

el Getting Started

@ Intel® Rapid Storage Technalogy
F Mouse

M Performance Information and Tools
Programs and Features

% Sound

L Taskbar and Start Menu

a Windows CardSpace

EJ Windows Update

2. Select “Use recommended settings”.
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:Eg

& )=[@» ContiolPane

» All Control Panel Items » Windows Firewall

~ [ 45 |[ search Con.. P

Control Panel Home

Allow a pregram or feature

through Windows Firewall
) Change notification settings

®) Tum Windows Firewall on or
off

) Restore defaults
|| & Advanced settings

Troubleshaat 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

through the Intemet or a network,
Hew does a firewall help protect my computer?

What are network locations?

Update your Firewall settings

Windows Firewall is not using the recommended
settings to protect your computer.

What are the recommended settings?

. @ﬂ Home or work (private) networks

. [@ Public networks

Use re mmendad settings

Not Connected (¥

Connected ()

MNetworks in public places such as airports or coffee shops

Windows Firewall state:

Incoming cennections:

Active public networks:

Notification state:

Off

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

Mone

Neotify me when Windows Firewall blocks a new
program

7]
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3. Check that the following settings are active:

:EIQ

@Uv\ﬂ » Control Panel » All Control Panel tems » Windows Firewall ~ [ 43 || search Con.. 2]

Control Panel H . . .
e Help protect your computer with Windows Firewall

Allow a program or feature Windows Firewall can help prevent hackers or malicious software from gaining access to your computer
through Windows Firewall through the Internet or a network,

) Change notification settings How does a firewall help protect my computer?

&) Turn Windows Firewall on or What are network locations?
off - -
/1] ; (a)
@) Restore defauits . @ Home or work (private) networks Not Connected (a)

) Advanced settings Networks at home or work where you know and trust the people and devices on the network

Troubleshoot my network

Windows Firewall state: On
Incoming connections: Block all connections to programs that are not on the
list of allowed programs I}
I Active home or work (private) networks: MNone
Notification state: Notify me when Windows Firewall blocks a new
W program |
. [@ Public networks Connected (4) i

Netwarks in public places such as airports or coffee shops

Windows Firewall state: On

Incoming connections: Black all connections to programs that are nat on the
list of allowed programs

Active public networks: Nene
S Notification state: Netify me when Windows Firewall blocks a new
- program
Action Center
MNetwork and Sharing Center
|
= =

If you use a stand-alone computer that is connected to a network and you want to
install Rotor-Gene AssayManager v2.1 on another computer to connect to the first (cf.
configuration, page36), a system administrator must create an exception in the
firewall configuration. This exception can be created by executing the following steps:
1. Select “SQL Server Configuration Manager” from the start menu.

&

[—
——

Micrsnaft SQL Seror 2008 2
& Inport srd Export Date 5464
Contaguestion Tools
B 50 sever
) SQL Server B
8 50U Server b
B
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2. Select “Protocols for RGAMINSTANCE” which is a sub-item of “SQL Server
Network Configuration”
= (2] g

% Sgl Server Configuration Manager

File Action View Help

€= zH|EBa=H

@ 5QL Server Configuration Manager (Local) Protocol Name Status
B SQL Server Services . . %~ Shared Memory  Enabled
_E SQL Server Ne.twurk CUI"If\gL.IrEtIUI'.‘I (32b|t). % Named Pipes Dicabled
s @ 5QL Native Client 10,0 Configuration (32bit)
. HOTCRAP Enabled
4 _E 5QL Server Network Configuration K
= Fovia Disabled

Ef Protecols for RGAMINSTANCE
> @ 5QL Native Client 10 onfiguration
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3. Hover over “TCP/IP”, press the right mouse button, and select “Properties” from

the context menu.

% Sgl Server Configuration Manager

m@g

File Action View Help

=Bz H

@ 5QL Server Configuration Manager (Local)
E SQL Server Services
_E SQL Server Network Configuration (32bit)
[ @ 5QL Native Client 10,0 Configuration (32bit)
4 _E 5QL Server Network Configuration
Ef Protecols for RGAMINSTANCE
[ @ 501 Mative Client 10.0 Configuration

Protocol Name Status
%~ Shared Memory  Enabled
W Named Pipes Disabled
g TCP/IP. E
¥via

Disable

Properti

Help

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

T '
TCP/IP Properties L2 |
|P Addresses
= 1p4 o
Ative Yes
Enabled Mo
IF Address 127.0.0.1
TCP Dynamic Ports 0
TCP Port
= 1ps
Active Yes
Enabled Mo 1
IP Address feB0:5efe:10.100.56.55%:28
TCP Dynamic Ports 0
TCP Port =
= 1pau
TCP Port 1433 |5
TCP Dynamic Ports
BElank, if dynamic ports are not enabled. To use dynamic ports, set to
0.
ok [ Camcel [ sy J[ Hep
L A

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-94



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

:EIQ

{(_J{_) B » Control Panel » All Control Panellterns »

~ [ 43 || search Con.. 2]

P Action Center

Bl Color Management
[ Desktop Gadgets

@ Ease of Access Center
i@ HomeGroup

Internet Options

5% Network and Sharing Center
E: Personalization

i Recovery

@ Speech Recognition

[#® Troubleshooting

& Windows Defender

| % Wireless Configuration Utility

Adjust your computer’s settings

Administrative Tools
Credential Manager
&= Device Manager

Folder Options

& Indexing Options

&= Keyboard

B Notification Area Icons
|| Phone and Modem

# Region and Language
@ Sync Center

82, User Accounts

0 Windows Flre{g}\l

"3 AutoPlay

% Date and Time

@ Devices and Printers

JA Fonts

Intel(R) HD Graphics
Location and Other Sensars
& Parental Controls

3 Power Options

) RemoteApp and Desktop Connecticns
8 System
& Windows Anytime Upgrade
@ Windows Mobility Center

Viewby: Small icons ¥

@ Backup and Restore

@ Default Programs

B Display

& Getting Started

@ Intel® Rapid Storage Technology
F Mouse

B Performance Information and Tools
Programs and Features

% Sound

;,1 Taskbar and Start Menu

B Windows CardSpace

EJ Windows Update |

Windows Firewall

Set firewall security options to help
pratect your computer fram hackers
and malicious software.

6. Select “Advanced settings”.

:.IEIQ

@uv‘ﬁ » Control Panel » All Control Panel ltems » Windows Firewall

~ [ 4 || Search Con.. 2]

Control Panel Home

Allow a program or feature

through Windows Firewall
@ Change notification settings

%) Tum Windows Firewall on or
off

) Restore defaults

) Advanced 5ﬁmgs
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
through the Internet or a network,

How does a firewall help protect my computer?

What are network locations?

. [@ Home or work (private) networks Not Connected (%)

@

. [@ Public networks

Connected ()

Networks in public places such as airports or coffee shops

Windows Firewall state:

Incoming connections:

Active public networks:

Notification state:

On

Block all connections to programs that are not on the

list of allowed programs

MNone

Notify me when Windows Firewall blocks a new

program
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7. Open “Inbound rules”.

@& Windows Firewall with Advanced Security

File Action View Help
|

B Windows Firewall with Advance
23 Inbound Rules |
&5 Outbound Resles

2w Connection Security Rules

3 ‘a Monitoring

< [ »

Inbound Rules

Name

. BranchCache Content Retrieval (HTTP-In)
. BranchCache Hosted Cache Server (HTT...
. EBranchCache Peer Discovery (WSD-In)

. Connect to a Network Projector (TCP-In)
. Connect to a Network Projector (TCP-In)
.Conna:t to a Network Projector (WSD Ev...
.(DI’]HECt to a Metwork Projector (WSD Ev..,
.Cunnact to a Metwork Projector (WSD Ev...
.Conna:t to a Network Projector (WSD Ev...
. Connect to a Network Projector (WSD-In)
@ Core Metworking - Destination Unreacha...
@ Core Metworking - Destination Unreacha...

@(Dre MNetworking - Internet Group Mana...
@Cﬂre MNetworking - IPHTTPS (TCP-In)

(@ Core Networking - IPv6 (IPv-In)

@Core Networking - Multicast Listener Do...
@(Dre Metworking - Multicast Listener Qu...

@(Dre Metworking - Neighbor Discovery S...

@Core Networking - Parameter Problem (I...

@ Core Metworking - Teredo (UDP-In)

. Distributed Transaction Coordinator (RPC)
. Distributed Transaction Coordinater (RPC)
. Distributed Transaction Coordinator (RP...
“ I

@Core Networking - Dynamic Host Config...
@Core Networking - Dynamic Host Config...

@Cﬂre MNetworking - Multicast Listener Rep...
@Core Networking - Multicast Listener Rep...
@Core Networking - Neighbor Discovery A...
@Cﬂre Metworking - Packet Too Big ICMP...

@Core Networking - Router Advertisement...
@(Dre Metworking - Router Selicitation (IC...

@Core Networking - Time Exceeded ICMP...

Group
BranchCache - Content Retr...

BranchCache - Hosted Cach...

BranchCache - Peer Discove...
Connect to a Network Proje...
Connect to a Metwork Proje...
Connect to a Metwork Proje...
Connect to a Network Proje...
Connect to a Network Proje...
Connect to a Metwork Proje...
Connect to a Metwork Proje...
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Core Networking
Distributed Transaction Coo...
Distributed Transaction Coou.
Distributed Transaction Coo...

Profile

All
All
All

Demain
Private..,
Domain
Private..,
Demain
Private...

All
All
All
All
All
All
All
All
All
All
All
All
All
All
All
All
All
All
All
All

Private...
Domain
Demain -

r

Actions

Inbound Rules

d Mew Rule...

T Filter by Profile
T Filter by State
¥ Filter by Group

v v v ¥
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8. Select “New Rule...” from “Actions” on the right-hand side.

@& Windows Firewall with Advanced Security

File Action View Help
|

o Windows Frewsl it Advancd Actions
&3 Inbound Rules Name Group = Profile Inbound Rules -
Outbound Rules -
5’&-\ Connection Security Rules .BranchCache Content Retrieval (HTTP-In) BranchCache - Content Retr... All W MNewRule.
b 'la Monitoring .BranchCache Hosted Cache Server (HTT... BranchCache - Hosted Cach... All T Filter b){gofile »
.BranchCache Peer Discovery (WSD-In) BranchCache - Peer Discove..  All £ 3
.Cnnnart to a Network Projector (TCP-In)  Connect to a Network Proje...  Domain T Filter by State '
il )
.Connart to a Network Projector (TCP-In)  Connectto a Network Proje...  Private.., 7 Filter by Group 4
.Connartto a Network Projector (WSD Ev... Connectto a Network Proje..  Domain Wiew »
.Cunnerttu a Network Projector (WSD Ev... Connectto a Network Proje..  Private.., G Refresh
.Cnnnartm a Network Projector (WSD Ev... Connectto a Network Proje...  Domain = e
@ Connect to a Network Projector (WSD Ev... Connectto a Network Proje...  Private... = ExportList..
.Connartto a Metwork Projector (WSD-In)  Connect to a Network Proje...  All Help
@Cure Metworking - Destination Unreacha... Core Networking All
@Cnre MNetworking - Destination Unreacha... Core Networking All
@Core Networking - Dynamic Host Config... Core Networking All
@Core Networking - Dynamic Host Config... Core Networking All
@Cure MNetworking - Internet Group Mana...  Core Networking All
@Cnre MNetworking - IPHTTPS (TCP-In) Core Networking All
@Core Networking - IPvE (IPv6-In) Core Networking All
@Core Networking - Multicast Listener Do...  Core Networking All
@Cure Metworking - Multicast Listener Qu... Core Networking All
@Cnre MNetworking - Multicast Listener Rep... Core Networking All
@Core Networking - Multicast Listener Rep... Core Networking All
@Core Networking - Neighbor Discovery A... Core Networking All
@Cure Metworking - Neighbor Discovery 5. Core Networking All
@Cnre MNetworking - Packet Too Big (ICMP... Core Networking All
(| @Core Networking - Parameter Problem (.. Core Networking All
@Core Networking - Router Advertisement... Core Networking All
@Cure Metworking - Router Solicitation (IC... Core Networking All
@Cnre MNetworking - Teredo (UDP-In) Core Networking All
@Core Networking - Time Exceeded (ICMP... Core Networking All
.D\:tributed Transaction Coordinator (RPC) Distributed Transaction Coo...  Private...
.D\;trlbuted Transaction Coordinater (RPC)  Distributed Transaction Coo.. Domain
.D\;trihuted Transaction Coordinator (RP...  Distributed Transaction Coe... Domain -
T | F—TT— r
New Rule...
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9. Select type “Port” and press “Next”.
rﬂ' Mew Inbound Rule Wizad ﬁw

Rule Type

Select the type of firewall rule to create.

Steps:

@ Fule Type What type of rule would you like to create?

@ Protocol and Ports

@ Action ") Program

@ Profils Rule that controls connections for a program. b
@ Mame @ Port i

Rule that controls connections for a TCP or UDP port.

) Predefined: [
BranchCache - Content Retrieval (Uses HTTF)

Rule that controls connections for a Windows experience.

() Custom
Custom rule.

Leam mare sbout nule types

<Back || Nen%][ Cancel
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10.Select “TCP” and define the specific local port “1433” corresponding to the
database. If you have defined a different port in step 4, enter this port. Press
IlNeXfII'

g Mew Inbound Rule Wizard

Protocol and Ports
Specify the protocols and ports to which this ule applies.

Steps:

@ Rule Type Does this rule apply to TCP or UDP?

@ Protocol and Ports @ TCP

@ Action ) UDP

@ Profile

N

@ Mame Does this nule apply to all local ports or specific local ports?
) Al local ports
@ Specific local ports: 1433

Example: 80, 443, 5000-5010

Leam mare about protocol and ports

<Back || Ned> || Cancel
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11.Select “Allow connection” and press “Next”.
g New Inbaund Rule Wizard S ———— ﬁ

Action

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

Steps:
@ Fule Type What action should be taken when a connection matches the specified conditions?
@ Protocol and Ports B
@ Allow the ion
@ Action o g ) ;
This includes co ions that are protected with |IPsec as well as those are not.
@ Profile i
N | Allow the connection if it is secure
@ Hame This includes only connections that have been authenticated by using IPsec. Connections
will be secured using the settings in IPsec properties and rules in the Connection Security
Rule node.
") Block the connection

Leam mare about actions

I <Back || Net> || Cancel
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12.Check “Domain”, “Private”, and “Public” and press “Next”".
g New Inbaund Rule Wizard I —— ﬁ

Profile
Specify the profiles for which this rule applies.

Steps:

@ FRule Type When does this rule apply?

@ Protocol and Ports

@ Action Domain

& Profile Applies when a computer is connected to its corporate domain. I
@ Mame Private ]

Applies when a computer is connected to a private network location.

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

Leam mare sbout profiles

<Back || Nei> || Cancel
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13.Define a name for the rule, e.g. “Database Inbound Connection TCP” and

press “Finish”.
- o — = "y
g# New Inbound Rule Wizard ﬂ

Name

Specify the name and description of this rule.

Steps:

@ FRule Type

@ Protocol and Ports
@ Action

& Profile Name:

Database Inbound Connection TCP

@ MName

Description (optional):

I <Back || Fnmsh || Cancel
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14 After the creation of the rule for the “TCP” protocol, you must define another rule
for “UDP” which is set to port 1434 per default. Select again “New Rule...” from

“Actions”.

@ Windows Firewall with Advanced Security

:Eg

File Action View Help

|

8 s vt en v A -
&3 Inbound Rules T P e Inbound Rules -
Outbound Rules Name Group Profile .|'| ul ul
kb Connection Security Rules .BranchCache Content Retrieval (HTTP-In)  BranchCache - Content Retr..  All W3 MNewRule..
» B Menitoring .Bran(hCa(he Hosted Cache Server (HTT... BranchCache - Hosted Cach... All 7 Filter hﬁjnfile N
.BranchCache Peer Discovery (WSD-In) BranchCache - Peer Discove... All E 3
7 Filter by State 3
Connect to a Network Projector (TCP-In)  Connect to a Network Proje..  Domain
.Cunnert to a Metwork Projector (TCP-In)  Connect to a Network Proje, Private.., W Filter by Group 4
.Cnnnartm a Network Projector (WSD Ev... Connectto a Network Proje..  Domain View »
Connect to a Network Projector (WSD Ev... Connectto a Network Proje..  Private..,
.Connartto a Network Projector (WSD Ev... Connectto a Network Proje...  Domain Gl Refresh
@ Connect to a Network Projector (WSD Ev... Connect to a Network Proje..  Private., = ExportList...
@ Connect to a Network Projector (WSD-In)  Connect to a Netwark Proje...  All Help
@Core Networking - Destination Unreacha... Core Networking All
@Core Networking - Destination Unreacha... Core Networking All
@Cure MNetworking - Dynamic Host Config.. Core Networking All
@Cnre MNetworking - Dynamic Host Config... Core Networking All
@Core Networking - Internet Group Mana... Core Networking All
@Core Networking - IPHTTPS (TCP-In) Core Networking All
@Cure Networking - IPvE (IPvé-In) Core Networking All
@Cnre MNetworking - Multicast Listener Do...  Core Networking All
@Core Networking - Multicast Listener Qu... Core Networking All
@Core Networking - Multicast Listener Rep... Core Networking All
@Cure Metworking - Multicast Listener Rep... Core Networking All
@Cnre MNetworking - Neighbor Discovery A... Core Networking All
@Core Networking - Neighbor Discovery 5. Core Networking All
@Core Networking - Packet Too Big ICMP... Core Networking All
(| @Cure Metworking - Parameter Problem (.. Core Networking All
@Cnre MNetworking - Router Advertisement... Core Networking All
@Core Networking - Router Solicitation (IC... Core Networking All
@Core Networking - Teredo (UDP-In) Core Networking All
@Cure MNetworking - Time Exceeded (ICMP... Core Networking All
.D\;trihuted Transaction Coordinator (RPC)  Distributed Transaction Coo...  Private...
.D\:tributed Transaction Coordinator (RPC)  Distributed Transaction Coc.. Domain
.D\:tributed Transaction Coordinator (RP...  Distributed Transaction Coo... Domain =
4| 1 N I | +
New Rule...
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15.Select “Port” and press “Next”.
rﬂ' MNew Inbound Rule Wizard ﬁﬂ'

Rule Type
Select the type of firewall rule to create.

Steps:

@ Fule Type What type of rule would you like to create?

@ Protocol and Ports

@ Action ") Program

@ Profile Rule that controls connections for a program. I
@ Name @ Port

I:fﬂule that controls connections for a TCF or UDP port.

| Predefined:
BranchCache - Content Retrieval (Uses HTTF)
Rule that controls connections for a Windows experience.
~) Custom
Custom rule.

Leam mare sbout nule types

Back || Ned> || Cancel
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16.Select “UDP”, define the specific local port “1434”, and press “Next”.
rﬁ‘ MNew Inbound Rule Wizard L&J

Protocol and Ports

Specify the protocols and ports to which this nule applies.

Steps:

@ Fule Type Does this nule apply to TCP or UDP?

@ Protocol and Ports = TCP

@ Action @ UDP

o Profie |

@ Name Does this rule apply to all local ports or specfic local ports?
() Al local ports I
@ Specific local ports: 1434 I

Example: 80, 443, 5000-5010

Leam mare about protocol and ports

<Back || Nei> || Cancel
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17.Select “Allow the connection” and press “Next”.
rﬂ‘ MNew Inbound Rule Wizard . - -— . - - - ﬂw

Name

Specify the name and description of this rule.

Steps:
Rule Type

&

Protocol and Ports
Action
Profile

Name:
Database Inbound Cennection UDP

¢« & & &

Mame

Description (optional):

<Back || Fimsh || Cancel
by
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18.Check “Domain”, “Private”, and “Public” and press “Next”.
g# New Inbound Rule Wizard ﬁ

Profile
Specify the profiles for which this rule applies.

Steps:

@ FRule Type When does this rule apply?

@ Protocol and Ports

@ Action Domain

& Profile Applies when a computer is connected to its corporate domain. I
@ Mame Private

Applies when a computer is connected to a private network location.

Public I
Applies when a computer is connected to a public network location.

Leam mare sbout profiles

<Back || Nei> || Cancel
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19.Define a name for the rule, e.g. “Database Inbound Connection UDP” and
press “Finish”.

N - k!
g# New Inbound Rule Wizard . - - - - - ﬂ

Name

Specify the name and description of this rule.

Steps:
@ FRule Type
@ Protocol and Ports

@ Action
@ Profile —

Database Inbound Connection UDP
@ MName

Description (optional):

<Back || Fgsh || Cancel
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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, search for “Control Panel” to open it).

e

@Qv@ » Control Panel » All Control Panel ltems » - |~‘,‘ ‘ Search Con... 2 |
Adjust your computer's settings Viewby: Small icons =
¥ Action Center Administrative Tools [Eg AutoPlay s Backup and Restore
K3 Color Management [E Credential Manager & Date and Time '@ Default Programs
& Desktop Gadgets 1 Device Manager % Devices and Printers & Display
i '@ Ease of Access Center Folder Options la Fonts el Getting Started
@ HomeGroup & Indexing Optians Intel(R) HD Graphics @ Intel® Rapid Storage Technalogy
Internet Options @2 Keyboard Location and Other Sensors F Mouse
5% Network and Sharing{iﬁnter Notification Area Icons & Parental Controls M Performance Information and Tools
| = Personalization Network and Sharing Center em 3 Power Options Programs and Features
& Recovery 5:&:&?:&?:;3::;1?::E%Zrances guage 3 RemoteApp and Desktop Connections % Sound
| & Speech Recognition | for sharing files and printers. 1B System L Taskbar and Start Menu
[ Troubleshooting 3!‘ User Accounts :‘;. Windows Anytime Upgrade a Windows CardSpace |
I 4 Windows Defender & Windows Firewall Windows Mobility Center BT Windows Update fl

48 Wireless Configuration Uitility

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

1-109



2. Select “"Change adapter settings”.

:Eg

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

~ [ 43 || search Con.. 2]

Control Panel Home . . . . .
View your basic network information and set up connections

Manage wireless networks [‘L’l. *® %Q See full map
-

Change adapter s%mgs QIAGEN-PC Internet
Change advanced'-+aring (This computer)
settings
View your active networks Connect to a network
You are currently not connected to any networks.

Change your networking settings

ﬁ. Set up a new connection or 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 network connection.

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

Troubleshoot problems

H '% Cheoose homegroup and sharing optiens

Diagnose and repair network problems, or get troubleshooting information,

See also
HemeGroup
Internet Options

Windows Firewall

@

©w

select “Disable” from the context menu.

Hover over “Wireless Network Connection”, press the right mouse button, and

m@g

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

- |4,‘ ‘ Search Net... Jo |

QOrganize + Connect To Disable this network device Diagnose this connection Rename this connection Change settings of this connection

Local Area Connection ." Wireless Network Connection |
A

MNetwork cable unplugged = Not conn @ Disable
=4 Intel(R) Ethernet Connection [217-V x aﬂﬂ Broadcol = “E(Ikr o
] ni isconnect

Status

Diagnese

@

Bridge Connections

Create Shortcut
Delete

Rename

@

Properties

)
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4. Check that the Wireless Network Connection is disabled.

@\J"E' » Control Panel » Network and Internet » Network Connections b

Organize *

L‘. Local Area Connection { Wireless Network Connection
PS5 Network cable unplugged M= Disabled
K W= Intel(R) Ethernet Connection I217-V Broadcom BCM943228HMB 802.1...

1.4.4 Uninstalling the Rotor-Gene AssayManager V2.1 software

Note

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

plug-in, as this will create inconsistencies in the database and ceases further access
to corresponding datasets.

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-111



Step-by-step procedure to uninstall Rotor-Gene AssayManager v2.1 and all installed
plug-ins from your computer.

Note

If you want to uninstall Rotor-Gene AssayManager v2.1, close the application first.
Otherwise Rotor-Gene AssayManager v2.1 might not be uninstalled completely.

1. Select QIAGEN/Rotor-Gene AssayManager/Uninstall Rotor-Gene
AssayManager from the Windows Start Menu.
2. Confirm that you want to uninstall the product by clicking "Yes".

Windows Installer |

Are pou sure you want ko uninstall thiz product?

3. The windows installer program starts to uninstall the entire Rotor-Gene
AssayManager v2.1.

1.4.5 First Login

After successful installation or update of Rotor-Gene AssayManager v2.1, the system
administrator needs to log in for a first configuration of the software.

1. Enter user ID admin and password admin .

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

3. Change the default password to a new, secure password.

4. The "Settings" tab in the "Configuration" environment will be opened.

Note

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

All users without the "Administrator” role can ask the administrator to reset the
password. However, if the administrator forgets the administrator password, they
have to 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
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

P Logging in and logging out
» User management

b 'Setup" environment

b "Configuration" environment

1.4.5.1 Licence Key file

Introduction

To run the Rotor-Gene AssayManager v2.1, a license key file is required. Create and
submit the key file to QIAGEN to obtain a license before the application can be used
productively. For contact information consult P www.qiagen.com/Products/Rotor-
GeneAssayManager v2 1.aspx.

There are two types of licenses available.
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e The trial license
The trail license is limited to a certain period of time. It can be used on
any computer where the Rotor-Gene AssayManager v2.1 is installed.

e The regular license
The regular (perpetual) license can only be used with a dedicated
computer. It cannot be transferred between computers. The customer creates
a file containing information which clearly identifies the computer. This
information is incorporated into the "license key" which is sent back.

License key generation

The following chapter provides you with details about receiving a license for use of
the Rotor-Gene AssayManager v2.1 from QIAGEN.

After Rotor-Gene AssayManager v2.1 installation the following information regarding
a necessary license is displayed.

® Information

Mo license or expired license available.
Check ‘License’ in ‘Help® menu. (790005)

e

L A

The appropriate dialog for handling the licenses is reachable via the ‘License’ entry
in the ‘Help’ menu as stated in the missing license dialog. Create a license file via
the "Generate key file" button (Y) for each computer on which Rotor-Gene
AssayManager v2.1 has been installed and submit it to QIAGEN to receive a license
key.
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@ License

@ 1. Create a new license key by pressing "Generale key file "
2. Submit the key file io QIAGEM. For contact information consult
www. giagen.com/Products/Rotor-GenedssayManager_v2_1 aspx
3. Select the "Browse ..." button fo navigate to the license file

| Generate keyfile.. 1 N

License file

WARGAM_License_20160420_013223 frial| |  Browse .. 4+ 3

Messages

@ Trial license expires in 21 days. (790008)

Note

For each computer with Rotor-Gene AssayManager v2.1 installation an independent
license key is necessary.

License file loading

After receiving your computer specific Rotor-Gene AssayManager v2.1 license key
from the QIAGEN, select the ‘License’ entry in the ‘Help’ menu and click on '‘Browse'
(X) to load the provided license file.

1.4.6 First Configuration

Before Rotor-Gene AssayManager v2.1 can be used, the creation of user profiles and
the registration of one or several Rotor-Gene Q cyclers in the "Configuration"
environment is essential. For details about these tasks refer to:

¥ Managing users
» Managing cyclers
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1.5 Basic Concepts and General Software Usage

In the following chapter the concepts and the general software usage of Rotor-Gene
AssayManager v2.1 are described.

1.5.1 Concepts

Rotor-Gene AssayManager v2.1 uses multiple concepts to facilitate tasks and
processes. The following topics describe these concepts in detail:

e Modes

e User Management

e Session Management

¢ Rotor-Gene AssayManager v2.1 and other QIAGEN products
e Clarification of terms experiment and assay

1.5.1.1 Modes

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

e Closed Mode
e User Defined Test Mode (UDT mode)

Closed Mode User Defined Test Mode
(UDT mode)
The Closed Mode is used for assays that The User Defined Test Mode is used
have been created and validated by for assays that have been created and
QIAGEN. These assays can only be validated by a user of Rotor-Gene
modified by QIAGEN. AssayManager v2.1 with the user role
“Assay Developer".
In Closed Mode, assays are run and In User Defined Test Mode, assays are
analyzed without the permission to modify  run and analyzed without the
the corresponding assay profiles. permission to modify the

corresponding assay profiles.

The analysis in Closed Mode includes core The analysis in UDT mode includes
analysis, assay and sample analysis, and  only the core analysis and the assay

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

1-116



depending on plug-in, also a fully and sample analysis.
automatic data scan (AUDAS).

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

Note

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

The mode is selected from the Rotor-Gene AssayManager v2.1 login screen. The login
screen contains 2 fields to enter the user ID and the password, as well as an
additional drop-down menu to select the mode of operation.

[ Rotor-Gene AssayManager

5

Cycler 1

Rotor-Gene AssayManager

User ID
I

Password

Mode
| Closed

Closed
User Defined Test
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After the user has logged in, the selected mode is displayed in the status bar:

Closed Mode UDT Mode
[ir Rotor-Gene AssayManager & Rotor-Gene AssayManager
File Help File  Help

» Y B » W B

Setup Approval Archive Setup Approval Archive

ESetlings User Management Cycler Management

B Closed Mode @ User Defined Test Mode

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 v2.1 software
can be used. After finishing work the user should log out or lock the application.

A role must be assigned to every user. It is also possible to assign multiple roles to a
single user. The following properties are stored in the database for a user:

e First name
e Last name
o User ID

e Password
e Role(s)

Related tasks

P Creating a user profile

» Changing user profile settings
e Changing name/last name
e Changing password
e Changing role
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b Activating/deactivating a user profile
F Setting password policies and auto lock timer

1.5.1.2.1 User Roles

Different Rotor-Gene AssayManager v2.1 functions can only be accessed by users with
certain roles. All available user roles and their permissions are listed in the following

table:

Role

Administrator

Assay developer

Operator

Approver

Super User

Description

The administrator has permissions to
e configure the system,

e manage users,

e create and edit report profiles,

e manage archives.

The assay developer has all needed permissions to create an
assay profile in UDT mode.

The operator has permissions necessary to
e create a worklist,

e apply the worklist,

e 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
¥ Logging in and logging out

P Locking and unlocking

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

Environment

"Setup"

"Approval"

"Archive"

"Service"

Task

Access "Setup"
environment

Apply runs

Access
"Approval"
environment

Approve test
results

Release of test
results

Create
support
package

Access
"Archive"
environment

Create
support
package

Access
"Service"
environment

Description AD | Op

Admi
n
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.

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.

SuU*
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Environment

"Configuration"

Task

View audit
trail

Access
"Config."
environment

Configure
system
settings

Manage
cyclers

Manage users

Manage
assay profiles

Manage
report profiles

Description

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

User can enter
the "Config."
environment.

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

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

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

Admi
n

AD

Op

SU*
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Environment

"Development"

"Cycler"

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

Note

Task

Access
"Development
"environment

Develop
assay profiles

Access
"Cycler"
environment

Release
cyclers

Description

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.

Admi
n

Op

Ap

SU*

For usage of the User Defined Test Mode (UDT mode) functionalities a compatible

UDT mode plug-in is required to be installed. A log-in in UDT mode without

installation of the corresponding plug-in will give you no access to administrative

tasks and you will not be able to perform experiments or analysis.
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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 Clinical Laboratory Improvement Amendments (CLIA) complaint password rules
is mandatory. According to CLIA, a password has to contain at least:

e 8 characters

e 2 upper case characters
e 2 lower case characters
e 2 numeric characters

e 2 special characters

An administrator can also define the password renewal interval. A user must renew his
password after the renewal interval has passed. Note that the last 10 passwords
cannot be reused.

Related topics
b Setting password policies and auto-lock timer

1.5.1.3 Session Management

To start working with Rotor-Gene AssayManager v2.1, a user has to start a new
session by logging in. Logging in is possible from the login screen either after the
application was started or after a previous session was finished. Logging out is
possible using the command from the main menu or the logout button in the status
bar.
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Log out from

p
) [Zr Rotor-Gene AssayManager
main menu

File Help

Log out
Lock

Change password

Exit
EXpEnment

() Use work list name

Log out from ‘

status bar

To prevent misuse, a user can lock the application. Rotor-Gene AssayManager v2.1
also has an auto-lock timer that locks the application automatically after a

predefined time without user interaction (an administrator can customize the auto-lock
feature, see P Setting 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:

e a user logs out,

e another user starts a new session,

e or the application is locked (automatically or manually).

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

manually
Applicglion " ARplization - New session
automatically 0
unlock application
Log out
l

One session

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:
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)
A Unsaved Data

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

data will be lost.

Unsaved Data in:
Configuration'System Settings

-

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 a new
session is started the unsaved data will be lost.

Login

Paszsword

)
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Related topics

¥ Logging in and logging out

P Locking and unlocking

P Setting password policies and auto-lock timer

1.5.14 Rotor-Gene AssayManager V2.1 and other QIAGEN Products

Rotor-Gene AssayManager v2.1 has different interfaces and data exchange features
with other QIAGEN products and external Laboratory Information Management
Systems (LIMS).

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

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

Scenario 1:

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

Scenario 2:

In case Rotor-Gene AssayManager v2.1 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 v2.1. Restart the
Rotor-Gene Q software to control the cycler with the Rotor-Gene Q software.

Result files from the QIAsymphony AS software version 5.0 can be used to generate
worklists in Rotor-Gene AssayManager v2.1. All relevant sample and assay related
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information are automatically set, and manual input during worklist setup is
minimized.

Rotor-Gene AssayManager v2.1 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 QlAlink middleware.)

Related topics

¥ Importing a worklist
P Exporting a *.rexfile
P Setting up a run

1.5.1.5 Experiment vs. Assay

The terms "experiment" and "assay" are used with different meanings in Rotor-Gene
AssayManager v2.1. Rotor-Gene AssayManager v2.1 allows multiple assays to run in
one experiment by creating a worklist with multiple compatible assay profiles. All
assays within one run define an experiment.

Example

The following graphic gives an example. A worklist 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 worklist.
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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 (accepted
or rejected) and released. An experiment is defined as fully released only if all test
samples 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

b Creating/editing a worklist

b 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 v2.1.
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1.5.21 Use of Color

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

concept for presenting information and intuitive guiding.
The following table provides an overview about the different colors used in the
software and their dedicated meaning:

Color
Light blue
Dark blue

Gray

Yellow

Description
The field is interactive and clickable.
The field is selected or focused.

The field is read-only and can neither be selected nor
activated.

The field requires input.
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Example 1
The following dialog example gives an explanation of the color concept.

Messages

Position
Enter a valid serial number. (150028)

Enter a valid cycler name (1-2

characters). (150092)

Serial number

el — |

Optical configuration

Informative field ~

Gray: no interaction
Days until next verification

Next verification
Interactive field
: not mandatory g —

Verification comment

|
A J

Interactive button
Blue: active/enabled

Interactive button
Gray: deactivated
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Example 2

When creating a new worklist in the "Setup" environment, there are 4 step buttons
("Assays", "Kit information", "Samples", and "Properties") for the different steps to
complete. The coloring concept of the step buttons is shown in the following table:

Status of step Colors Example

Disabled Grayed out
Kit information

Currently active withouterror ~ Gray background, white font

Assays >
Currently active with error Dark yellow background, yellow font

Assays >

Not currently active without Blue background, dark blue font
error

Samples

Not currently active with error  Yellow background, dark brown font Properties
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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 v2.1 differentiates
between 4 different problem levels:

Priority = Name Icon Description of the Action required by user
functionality
1 System A combination of not  User interaction
error acceptable incidents required

error due to a missing or required
invalid user input

Situation could be User interaction
optimized by further possible, but not
input mandatory

2 Validation An error that occurs User interaction
3 Warning &

A message containing  User interaction not
additional information  possible

about the current

situation

4 Information

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

"Messages" area

The following screenshot shows possible errors and warnings during worklist creation
in the "Setup" environment. The messages are displayed with the corresponding icon,
the error text, and the error ID in brackets.
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7 Rotor-Gene AssayManager [sl= =]
File Help
» W B OIT
Setup | Approval  Archive  Service  Configuration Cycler2
Create work list | Select assay profiles and define assay details
Assays bl | Available assay profiles Selected assay profiles
Assay profile name a Vers_. Req.P. Assay profile name Short name Vers.. Req.P... #sam... MNew strip tube
Kit information artus HIV-1 LiE:R 5
Samples
Properties
Alw
Messages
Free positions The current work list does not contain an assay profile. Add an assay profile. (470014)
l || Messages
area
Print work list... Export Save and close Reset Save T
- & Closed Mode
. M n n
Detailed view of the "Messages" area:
Messages
- - - ‘
There is no kit lot number provided on assay profile SPlexHRMAP. (470059)
Enter the number of samples for assay profile SPlexHRMAP. (470030)
& |Th&re is no material number provided on assay profile 5PI&xHHh.'IAPH (470100 |
v

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

Error icon Error headline

Error/warnings text ———m 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. Further more screenshots of the error
containing GUI can be useful.

1.5.2.3 Entering Data

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

¢ "'F1"to open the help file
e Copy and paste operations ("CTRL"+"C" and "CTRL"+"V")
e Navigation (tab key, cursor keys)

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

e "F2" to start editing
e "Escape" to cancel the input
e "Return" fo commit an input

Identifying interactive fields
All interactive elements where a user can enter data are marked with a black triangle
symbol (W) in their upper right corner.
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The following example is taken from the worklist creation step in the "Setup"
environment:

Selected assay profiles

Assay profile name S5hort name Vers... |Req. P... #sam... New strip tube
b}

artus HIV-1 HIV_a 091 3

Interactive fields: i
= mandatory field
Elue = not mandatory

Date picker: Entering date in date fields

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

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

Kit expiry date Kit expiry date
)
' — Bl 5

A 5 K April, 2012 v [a

Mo Di Mi Do Fr Sa So

2] 3 4 5 & 7 &8
g

0 11 12 132 14 15
% 17 18 1% 20 21 22
23 24 25 X% 2y 28 25
30

[ JToday :02.04.2012

Change to the previous/next month by clicking the arrow icons(lFl) and (f@l). Hovering
over the year label (IBY) displays additional control arrows, which are used to quickly
jump to the next (up arrow) respectively previous year (down arrow):
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Mext year
I"_ ¥
April, 2012 2

(. Previous year

Step-by-step procedure to enter a date using the date picker

1. Click the calendar icon E (JN) 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 (¥) to change to the previous
month/day month.
Click the "right" arrow (féll) 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.

1.5.24 Working with Tables

Sorting tables

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

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

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

Aszszay selection

[] Experiment - Assay # samples
3 D QF Pat_20120417_0S945 QuantiFast Pathogen PCR... 65
» | [] | @F Pat_20120417_0959 QuantiFast Pathogen PCR... 66
3 D QF Pat_20120417_1009 QuantiFast Pathogen PCR... 65

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

Copying data from a table is possible by first selecting the cells to be copied and then
using "CTRL"+"C". The contents of the selected cells are copied to the clipboard. The
copied cells can easily be pasted to another area within Rotor-Gene AssayManager
v2.1 or to another software for further processing using "CTRL"+"V".
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Assay selection

[] Experiment Assay # samples
3 D QF Pat_20120417_0949 QuantiFast Pathogen PCR. .. 66
3 D SYBR_20120417_0953 Rotor-Gene SYBR Green.... 43
» [ QF Pat_20120417_0959 QuantiFast Pathogen PCR. .. 85
3 D SYBR_20120417_1007 Rotor-Gene SYBR Green.... 43
» [ QF Pat_20120417_1009 QuantiFast Pathogen PCR. .. 85

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

SYBR_ 20120417 0953 Rotor-Gene SYBR Green PCR Demo Kit
QF Pat_20120417 0959 QuantiFast Pathogen PCR +IC
SYBR_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 v2.1 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 Resulis

Standards / controls Standards / controls
Pos. | [v] Style | Sample ID Pos. | [¢] Style | Sample ID
v 1 M| = Standard 1_1 v 1 2 || = Standard 1_1
. 2 H B = | Standard 1_2 . | B = | Standard 1_2
¢ 3|F]|M = Standard 1_3 B select rows m 3 ] @M —— Standard 1_3
using the row
b 4 | || = | Standard 1_4 selector _ . 4 ] @ = Standard 1_4
» 5 M B | = | Standard 2_1 o . 5 M B = Standard 2_1
| 6 [ M| == Standard2_2 » 6 [] M = Standara2_2 A Right click
v 7 [ M| = Standard 2_3 v 7 [ |M|=——/Standard 2_3
Context menu
b | B = | Standard 2_4 . Ll | B = | Standard 2_4 is cpenad
k] | Standard 31 L] Stamn B
' (= - ' =i Copy Cirl<C
b 10 7 || = Standard 3_2 v 10 /W Stand
Show curves
Hide curves
Invert selection
Accept
Reject

Reset to undefined

Cancel

1.5.2.5 Working with Graphs

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

Tasks 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 v2.1, 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.

Mormalized Fluorescence

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

0,21

Mormalized Fluorescence

5 10 15 a0 o5 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.

Mormalized Fluorescence

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

t{ Select corregponding samples

_f Deselect corresponding samples

Cancel

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

a1 .

g right mouse bufton.

R +

3

il 034

™

"

£

- 27 22 20 an 31 Cycles
g 0.4 "

=

g Cursor change to <:: “\[tn} E:>

g hand symbol. Move

& 031 the mouse, the graph @

8 dizplay will be changed

2 accordingly.

£

- 27 28 20 a0 31 Cycles
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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.

g Zoomed area of a PCR curve.

8 Couble-clicking anywhere resets the zoom.
o

S

=

[

n 0,24

L1}

H

=

E

2 U T = T J U
= 22 24 26 28 30 Cycles
8 Loom is resef - the whole curve is displayed.
(=

o

in

[

=]

=

[

=l

H

T

E

Q

-

1.5.2.5.3 Selecting/Deselecting Samples

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

e Using a graph
e Using check boxes

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 icon changes from
cross hairs to the cursor icon.

0,24

Mormalized Fluorescence

5 10 15 20 25 30 35 40 Cycles

b) Drag the cursor until the end of the area to zoom in. A dark gray rectangle
visualizes the selected area, as long as the left mouse button is held down.

=
b

Mormalized Fluorescence

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

Q Zoom

-|:;’ Select corresponding samples

—J’ Deselect corresponding samples

Cancel

2. Left-click at the desired option

To Click

Select all samples within the selected

t{ Select correzponding samples
area

Deselect all samples within the selected ~/ Deselect corresponding samples
area
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To

Cancel the process

Click

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
-?us.'_*]j Style | Sample ID
b 1 Standard 1_1
. 2 Standard 1_2
¥ 3 Standard 1_3
. 4 Standard 1_4
b 5 Standard 2_1
. 5] Standard 2_2
¥ T Standard 2_3
. 8 Standard 2_4
To Do

Select all samples in the
table

Select a specific sample in
the table

Deselect all samples in the
table

Deselect a specific sample
in the table

Activate the check box in the column header (IN).

Activate the check box in the corresponding sample

row (IEX).

Deactivate the check box in the column header (IN).

Deactivate the check box in the corresponding
sample row ().
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Note

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

Icon Description

O No sample is selected

[=] One or more samples are selected
[+l All samples are selected

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:

e Tube number

e Sample ID

e Assay type

e Assay short name

¥ Plots and Information

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

Target | \irus

) =

E

i

o

a

g

('S

E = :

4 — Tube: 41 1D: NPS e
E T Type: Test Assay: Testl

=] T T T T T T

= 38 38 40 41 42 43 Cycles
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1.5.3 Rotor-Gene AssayManager V2.1 Workspace

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

b 'Setup" environment

P "Approval" environment

P "Archive" environment

b "Service" environment

b "Configuration" environment
b "Cycler" environment

Note

If working in the User Defined Test Mode (UDT mode) the "Development"
environment is additionally available. For usage of the UDT mode functionalities a
compatible UDT mode plug-in is required to be installed.

= Rotor-Gene AsssyManager =@ =]
Menu File Help
¥ B e ) B S & '
(v = = (S = Main
\~ ¥ d= @ & toolbar
Approval  Archive  Service  Configuration Cycler 1 Cycler 2 Cycler 3 Cyclera.
Apply work list "WL_20150213_1429_su™
Summary Cycler selection
) Position |Name Next verification Cyclerstatus  |Select |Ring att.
Experiment name Work list name.
HIV_a_20150312_1358 WL_20150213_1429_su (] Cycler 1 2204201541 dayisl] | Ready e}
Defaultname | Creatsa mum | Cycler2 24042015 [43 dayis)] | Ready o
B mm | Cycler3 26042015 [45 dayis)] | Ready o
Last modified W Cyclerd 28.04.2015 [47 day(s)] Ready (o]

23.022152:30 -su

Rotor Appiied
oree e Cycler details
. 72-Well Rotor
Working
area Free positions Reaction volume QiAsymphony AS result file
€5 50 |ui/tube B
Assays
Name Samples |Kit e
Messages

HIV_a 2 9

Select a cycler in the cycler selection table by activating the appropriate radio button in
the “Select” column. (470006}

Messages
area

[ View sample cetails.

= sutnn | | ||—Butten
- 8 Closed Mode | Status

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

e Menu

e Maintoolbar

e Working area

e "Messages" area
e Button bar

e Status bar

1.54 General Elements

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

» Menu

» Main toolbar

F "Messages" area
F Button bar

P Status bar

1.5.4.1 Menu

File menu
Help

Log in

Service login

Exit
Login
Select "Log in" to log in to Rotor-Gene AssayManager v2.1. This option is grayed out if

a user is already logged in.

Log out
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This enables the current user to log out. If there are unsaved data, the following
warning is shown with a list of environments where unsaved data exist.

@ Unsaved Data

The current seszion will be closed. Unsaved

changes will be discarded. Unfinished runs will
confinue.

Unsaved Data in:

Configuration'Systemn Setfings

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.

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

Change password
This opens a dialog to change the password. The old password has to be entered,
followed by the new password and a confirmation of the new password.

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

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

Help menu
Open Rotor-Gene AssayManager v2.1 help file
This opens the help file for Rotor-Gene AssayManager v2.1 core application.

Open Gamma Plug-in help file
This opens the help file dedicated for functions related to the Gamma Plug-in. If other
plug-ins are installed, there may be more help files.

About

The “About Rotor-Gene AssayManager” dialog box appears and displays information
about the Rotor-Gene AssayManager v2.1 and the loaded plug-ins including the
version numbers.

1.5.4.2 Main Toolbar

The main toolbar contains 2 areas:

e Environment icons
e Cyclericons
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[ Rotor-Gene AssayManager ||:| =] 22 |

File Help

» ¥ B OIT o

Setup Approval Archive Service Configuration

Environment icons Cycler icons

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

Rotor-Gene AssayManager v2.1 has 6 different environments. To get detailed
information about a specific environment, click its name in the list.

b "Setup" environment

¥ "Approval" environment

F "Archive" environment

P 'Service" environment

b "Configuration" environment

Note

If working in the User Defined Test Mode (UDT mode) the "Development"
environment is additionally available. For usage of the UDT mode functionalities a
compatible UDT mode plug-in is required to be installed.

Cyclericons

The cycler icons visualize the up to 4 registered cyclers managed by Rotor-Gene
AssayManager v2.1. Clicking a cycler icon changes to the corresponding cycler
screen.

For details, see P "Cycler" environment.

1.54.3 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.

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-151



Example: "Messages" area in the "Setup" environment

> Rotor-Gene AssayManager [ol=] = |
File Help
=
Setup | Approval  Archive  Service  Configuration
Create work list | Select assay profiles and define assay details
Assays vJl | Available assay profiles Selected assay profiles
Assay profile name a|Vers... [Req.P... Assay profile name Short name Vers... |Req.P... |#sam... [New strip tube
Kit information artus HIV-1 081 5
Samples
Properties
Al
Messages
Free positions The current work list does not contain an assay profile. Add an assay profile. (470014)
4 || Messages
area
T
Print work list... Export Save and close Reset Save ‘Cance!
o=

Related topics
» Using colors
P Displaying errors and warnings

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.
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File Help

Available work lists | Manage or apply work lists

¥ Manually created work lists

Unprocessed Processed '
Work list name a|#samp... |Assay profiles Rotor type Volume |Author Creation date Actions Apply
v WL_20150213_1428_su 2/ HIV_a 72-Well Rotor 50 ul|su 23.02.2015 14:25:48 ]
» WL_20150223_1428_su 3|HIV.a 72-Well Rotor 50 ul|su 20015142014 ||z 6] A ED | E

Delete selected Refrash list

v Automatically generated work lists

Work list name. a[#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Asply |4
» 2PlexBPlexSpecific_MDx 84| CMy Rotor Disc 100 50l | bdoe 17.11.2011 13:00:00 HE Kl []
v 2PlexHRMSpecific_MDx 66| Chv 72-Well Rotor 50 4l fdos 20.11.2011 16:00:00 HEA
» 2PlexSperific_MDx 66| CMy 72-Well Rotor 50 pl | edos 23.11.2011 19:00:00 EHEA B
» 5PlexHRMSpecific_MDx 86| CMV 72-Well Rotor 50 ul|su 26.11.2011 22:00:00 ﬁ
» artus CMV RG PCR CE Closed (shorf)_MDx 31| CMv 36-Well Rotor 50 l | ddoe 13.12.2011 15:00:00 ﬁ

v

Delete selected
[ o T ] e Ko [ Baren
! GinaDoe  =[j

1.5.4.5 Status Bar

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

i@ Closed Mode |

! ] L | L ] |

Mode indicator Date User name Log out
ulton

Status bar element Explanation

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

If the user is logged in in Closed Mode, the label "Closed
Mode" and the corresponding icon is shown:
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I 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 i 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.

Note

For usage of the UDT mode functionalities a compatible UDT mode plug-in is
required to be installed.

Related topics
¥ The two different modes in Rotor-Gene AssayManager v2.1
¥ Logging in and logging out

1.5.5 Environments

Rotor-Gene AssayManager contains 4 different environments.

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

~
\v/
el

Approwval

Configuration

)

Cyoler 1

Note

Description

Used for creation, management and application of worklists.

Used to search for unreleased or partially released assays and
for the approval of dedicated samples. Experiment reports are
created on release of a sample.

Used to search for fully and partially released experiments and

to generate experiment reports using predefined report profiles.

Used to adjust the settings of Rotor-Gene AssayManager.

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

If working in the User Defined Test Mode (UDT mode) the "Development"

environment is additionally available. For usage of the UDT mode functionalities a

compatible UDT mode plug-in is required to be installed.
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1.5.5.1 Setup Environment

Overview

The "Setup" environment is one of the core parts of the Rotor-Gene AssayManager
v2.1 application. It automatically appears after a user with the assigned role of an
Operator successfully logs in to Rotor-Gene AssayManager v2.1. The "Setup"
environment consists of 3 different screens where tasks can be assigned:

Screen

"Available worklists"

¢ "Manually created worklists"

¢ "Automatically generated
worklists"

"Create new worklist"

e "Assays" step

e 'Kit information" step
e "Samples" step

¢ "Properties” step

"Apply worklist"

1.5.5.1.1 Available Worklists View

Assigned tasks

e Creating a new worklist
e Importing a worklist

e Editing a worklist

¢ Duplicating a worklist
e Exporting a worklist
Deleting a worklist
Applying a worklist

Create a new worklist:
e Appears after clicking "New worklist"
e Starts the process to create a new worklist

e Setup run and apply a worklist

The "Available worklists" view contains 3 areas:

¢ Atable with available manually created worklists (stored in the internal database).

e Atable with automatically created worklists (imported by QlAsymphony software
version 5.0, QIAlink/LIMS or Rotor-Gene AssayManager v2.1).
e The button bar at the bottom of the screen.
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}» Main toolbar

Apply button

| Button bar

I Status bar

e T o=
File Help
Available work lists | Manage or apply work lists
¥) Manually created work lists
Unprocessed | Processed
[ Work list name a7 samp... | Assay profikes Rotor type Volume | Author Creation date Actions Apply
List of manu- » WL_20150213 1429 su 2 HV.a 72 Well Rotor S0l su 23.022015 14:29:48 =
u”zvg:?(ulggg » WL_20150223 1429 su 3 HV.a 72 Well Rotor 50 4| su 23.022015 1420:14 ?
Action buttons
od | [ Refreshlist |
+  Automatically generated work lists
[ Work list name a #samp._ Asssy profiles Rotor type Volume | Author Creation date Actions Aoply 4
5 2PlexBPlexSpetific_MDx 94/ CMV Rotor-Disc 100 5Dyl baoe 17.11.2011 13:00:00 HE K [l
List of auto- » 2PlexHRMSpecific_MDx 65 CMV 72l Rotor 50 pi | fdoe 20.11:2011 16:00-00 5]
matically |
created » 2PlexSpecific_MDx 66 CMv. 72.Well Rotor 50 pil | cdoe 23.11.2011 18:00:00 ﬁ
work lists » SPlexHRMSpecific_MDx 6| CMV/ 72Well Rolor 50 4l su 26.11.2011 22:00.00 s
» arius CMV RG PCR CE Closed (shor)_MDx 31 CMV 38Well Rolor 50 ui| ddoe 13.122011 15:00:00 ]
v
Delet cd || Refreshlist |
- EIE R PN [ ———

The Rotor-Gene AssayManager v2.1 is only compatible with the results files of the

QIAsymphony software version 5.0.

The "Available Worklists" Tables

The "Available worklists" table displays the following information for all currently

available worklists:

Status icon

worklist name
Number of samples
Assay profiles

Rotor type

Reaction volume
Author

Creation date

Last applied

The table with available manually created worklists is further subdivided into
unprocessed and processed worklists. By clicking at the corresponding tab the
processed and the unprocessed worklists are displayed respectively.
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The data in both tables are 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 sorted in descending order.

A status icon is displayed in the very left column of a worklist in case of existing
warnings or errors. Possible icons are:

Icon Description
¥l Deactivated assay profile or expired kit

Message: "This worklist contains invalid samples"

A worklist contains invalid samples. This message is used only for imported
worklists.

@ The worklist 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 Creation date La

m WL_20120417_0858_su 66 | QF Pat T2-\Well Rotor 25 pl | su 17.04 2012 08:58:58 |17

| This work list contains the deactivated assay profile QuantiFast Pathogen PCR +1C version 2.0.0. Activate the assay profile and update the work list b

In the very right columns of a worklist, the Action buttons and the Apply button can be

found.

Available work lists | Manage or apply work lists

Work list name & #samples |Assay profiles | Rotor type Volume | Author Creation date Last applied Actions Apply
WIL_20120417_0858_su 56| aF Pat 72Well Rotor 25 pl|su 17.04 2012 DA:56:58 | 17.04.2012 10:36:20 B
WL_20120417_0800_su 48| SYBR 72-Well Rotor 25l | su 17.04.2012 09:00:43 | 17.04.2012 10:38:39 ‘ | q ﬁ

| | Apply butt
Detailed work list information Action buttons pply button
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Type Icon Label/Title Description Link to

"Edit Editing a worklist means modifying ~ * . .
worklist" its parameters in the "Edit worklist" Creahng/edﬂm
view. The parameters of the worklist 9 © worklist
can be modified using the "Edit
worklist" view.

Note: This button is only enabled if
the option "is editable" was set
during worklist setup and the worklist
is not locked. worklists imported
from QlAsymphony or LIMS to the
software cannot be edited.

'Duplicat  Creates a copy of the selected b . .
e worklist" worklist. A copy of the selected Crea’rmg/edﬁm
worklist is created. This copy can g a worklist
subsequently be edited in the "Edit
worklist" view.

Note: All modifications are
temporary until the new worklist is
saved.

Note: This icon is disabled for
worklists imported from
QIAsymphony or LIMS.

Action buttons

"Export Exports the worklist as *.iwl file. -
worklist"  The intended use of this function is to
exchange worklists between different
Rotor-Gene AssayManager v2.1
installations using the import/export
function.

m "Remove  Removes the worklist from the -
worklist"  system. A warning must be
confirmed before the worklist is
deleted.

"Apply The worklist is applied (i.e., the runis # Apply worklist
worklist'  performed) and further details have  view
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"Apply" to be entered in the "Run worklist"
button view.

Note: This button is enabled if the
worklist is set as "ready to be

applied" and the worklist is not
locked.

Note

The "Available worklists tables" might become very long and confusing: this table
might contain a number of worklists that you do not need anymore.
Remove the worklists you do not need anymore at regular periods:

1. Click the "Remove worklist" button (B)

2. Confirm the warning "Worklist Removal" by clicking "OK". The deleted worklist
disappears from the "Available worklists table".

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

Note

The automatically created worklist table cannot be either edited as duplicated since
it was automatically generated based on a AS result file.

The Button Bar

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

e b Ll "Porttvee: | QIAINKLIMS | ot B e manuat work kst |

D] B

Label/Title Description

"New Create a new worklist. This button links to the "Create new
worklist" worklist" screen.
B Import! Import a worklist from a file. A file selection dialog is opened

where the worklist to be imported can be selected. The source
type is determined by the item selected in the drop-down
menu el
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"Import Drop-down menu to select the import source file type for the
type" import worklist command. Rotor-Gene AssayManager v2.1
can import worklists from QIAlink/LIMS, QlAsymphony, and
other Rotor-Gene AssayManager v2.1 installations. In
addition, also an automatically QlAsymphony worklist
functionality can be defined.

Possible values: QUAlNk/LIMS
ClAsymphony
Rotor-Gene AssayhManager

The entries in this menu depend on the import settings in the
"Configuration" environment.

[z Rotor-Gene AssayManager

File Help Y

j—v—b Default data source directories

Assay profiles for assay
C:\Users\Public\Documents\QIAGEN \Rotor-Gene AssayManager\AssayProfiles

Assay profiles for import
C:\Users\Public\Documents\QIAGEN \Rotor-Gene AssayManagerimport\assayProfiles

Assay profiles for export

C\Users\Public\Documents\QIAGEN\Rotor-Gene Assay \Exp yProfiles
Rotor-G i files {.ret)

C\Users\Public\Documents\QIAGEN \Rotor-Gene Assay \ImportiE
Rotor-G: itati files {.qut)

C\Users\Public\Documents\QIAGEN \Rotor-Gene Assay \ImporfiQ

[ Load sample IDs from QS SP

E Import Rotor-Gene AssayManager work lists
C\Users\Public\Documents\QIAGEN \Rotor-Gene Assay \Import\Rotor yM Worklists

E Import QlAsymphony work lists
CAUsers\Public\Documents\QIAGEN \Rotor-Gene Assay \ImportiQlAsymphonyWorklists

Import
settings

D Auto import of QlAsymphony work list (closed mode)

[ Import LIMS work lists
C\Users\Public\Documents\QLAGEMNF Gens Assay \ImporfiLIMS)

The group box "Default data source directories" in the
'Settings" tab of the "Configuration" environment defines
whether the import of external worklists (from Rotor-Gene
AssayManager v2.1, QlAsymphony, or a LIMS) is possible and
determines the source directory.
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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 worklist is enabled.
The "Import type" drop-down menu in the "Setup" environment
is populated with this import option.

Example:

Activated Rotor-Gene
AssayManager import

_E Import Rotor-Gene AssayManager work lists
CA
Deactivated
Q|Asy’mphﬂny —D Import Qlasymphony work lists
work list import o

Activated LIMS ___ 51, o ek [t
work list import ,I.lln port LIMS work lists

l

import type: | QIAlinkILIMS v w
QIANNKLINS |
Rator-Gene Assayrﬂanager _
The "Import QlAsymphony worklists" option is deactivated in

the example above. The QlAsymphony import option is
removed from the "Import type" menu.

For QIAsymphony worklists also an automatic import
functionality can be selected. By checking "Auto import
QIAsymphony worklist (closed mode)" the software checks
automatically in the defined source directiory every minute if a
worklist is available and imports this automatically.

1  ‘'Enterassay Enter manually or scan an assay rack ID, which was used in
rack ID" QIAsymphony AS and the corresponding worklist will be
automatically selected. Note: The corresponding worklist must
be imported before to use this functionality.

Tasks related to the "Available worklists" view
» Creating a new worklist
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P Editing/modifying a worklist
P Exporting a worklist
¥ Importing a worklist
¥ Applying a worklist

1.5.5.1.2 Apply Worklist View

Selecting the "Apply" button either in the "Available worklists" view or in the "Create
New/Edit worklist" view links to the "Apply worklist" view.

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

¢ Define an experiment name

e View sample details

e Print a worklist

e Select a cycler

e Confirm that the locking ring has been attached to the rotor
e Start the run

Furthermore detailed information about the worklist and the cycler are displayed:

worklist information Cycler information

e worklist name e Position

e Creation date e Name

e Last modification date e Next verification date
e Last application date e Cycler status

e Rotor type e Serial number

e Number of free positions e Optical configuration

e Reaction volume
e Assays used in the worklist
* Assay name
* Number of samples
* Material number
* Kit expiry date
* Lot number
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Summary —
area

Apply work list “2PlexGPlexAP UDT"

Summary

Experiment name

| Detault name

Rotor type
Rotor-Disc 100

Free positions
82 50

Reaction volume

bl tube

Work list name
2Plex6PlexAP UDT

Created
05.12.2011 6:00 - fdoe

Last modified
06.12.2011 7:00 - edoe

Applied
07.12.2011 8:00 - ddoe

QiAsymphony AS result fils
tdoe's Worklist

Assays
Name

oMV

=0

Cycler selection

Position Name

[l Cycler 1

mus | Cycler2

mn | Cycler3

m | Cycler 4
Cycler d

Next verification

22.04.2015 [ST day(s)]
24.04.2015 [S8 day(s)]
26.04.2015 [61 day(s)]

28.04 2015 [63 day(s)]

Cycler status

Ready
Ready
Ready

Ready

Select | Ring att.

ojo|o

Cycler
|— selection
area

Messages

No experiment name s entered. Provide an experiment name. (470000)

No matching cycler available for this experiment. Contact your local administrator.
(470005)

Messages
area

Button bar
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Summary area

The "Summary" area is intended to enter a mandatory experiment name. The
"Summary" area also provides detailed information about the worklist and its
incorporated assay(s). Sample details can be displayed in a secondary table.

Summanry

Rotor type
T2-Well Rotor

Free positions

2] | Defautt name |

Reaction volume
S50 | pl [/ tube

Work list name
2PexAP UDT

Created
13.122011 3:00 - ddoe

Last modified
14122011 400 - cdoe

Appli=d
15122011 500 - bdoe

QlAsymphony AS result file

Samples Kit

“0)

| View sample details... |
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Label/Title

"Experiment
name"

"Default name"
button

Data field:

¢ "Free positions"

¢ "Reaction
volume"

Data field:
e "worklist name"
e "Created"
e "Last modified"
e "Applied"
QIAsyphony AS
result file"

"Assays" table

"Kit information"

"View sample
details..."

Description

Input box to enter a mandatory experiment name. The
experiment name must fulfill 2 requirements:

e The experiment name must not exceed 80 characters.
e The experiment name must be unique.

A default name is entered automatically in the experiment
name input box using the name pattern defined in the
"Configuration" environment.

Further information can be found under P "Configuration"
environment - "Settings"

Shows the following data:
e Number of free positions
e Reaction volume

Shows the following data:

e worklist name

e Creation date

e Last modification date

e Last application date

e QlAsymphony AS result file

Table with a list of all assays incorporated in the worklist.
For every assay the following data is shown:

e Assay name

e Number of samples

Dialog shows following kit information:
e Kit bar code

e Material number

e Kit expiry date

e Lot number

Overview of the samples in the worklist in the form of a
table. This table can be printed by clicking "Print

worklist..." (IEH).
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® Work list "2Plex6PlexAP UDT" | Samples

1 [Quantification Standard 1 as
2|m Quantification Standard 2 as
3| M|~ Quantification Standard 3 as
4|l ™ Quantification Standard 4 as
L
S| = Negative Control NTC
&{W — SampleiD 1 Test
7| ™™™ Positive control CMV Test Target PC
8|l = Quantification Standard 1 as
—
S| M~ Quantification Standard 2 as
10|~ Quantification Standard 3 as
11|l = Quantification Standard 4 as
12|~ Negative Control NTC
L
13| M|~ SampleiD 1 Test

Sample ID Status | Sample type | Targets
CMV Test Target,...
CMV Test Target,
CMV Test Target,
CMV Test Target,.
CMV Test Target,
CMV Test Target,

CMV Test Target

CMV Test Target,
CMV Test Target,
CMV Test Target,.
CMV Test Target,
CM\V Test Target,
CMV Test Target,.

Assay

oMY

Sample comment
'sample comment 1
sample comment 2
sample comment 3
sample comment 4
sample comment 5
sample comment &
sample comment 100
sample comment 1
sample comment 2
sample comment 3
sample comment 4
sample comment §

sample comment &

Crmvern | SEEE
)

Note

The printout can be used as a pipetting scheme.

"Cycler selection" area

The "Cycler selection" area mainly consists of the "Cycler selection" table, which lists all

available and usable cyclers with the following data:

Position of cycler
Name of cycler

Status of cycler

Next temperature verification date (residual days in brackets)

The "Cycler details" table below displays the "Serial number" and the "Optical

configuration" of the selected cycler.
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Cycler selection

Position MName Mext verification Cycler status Select Ring att...
] Cycler 1 22.04 2015 [57 dayiz)] Ready
Cycler -
selection —| [ | Cycler 2 24.04 2015 [59 day(s)] Ready
table
[ ] Cycler 3 26.04 2015 [61 dayi(s)] Ready
B | Cycler 4 258.04 2015 [63 dayis)] 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 v2.1. 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 worklist 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 worklist.
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Cycler selection

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

| swinn |

Position Mame MNext verification Cycler status Select Ring attached
mEEE | Cycler 1 16.06.2012 [50 day(=)] Ready (@) O
EEEE Cycler2? 15.06.2012 [82 day(=)] Ready (® O
EEEn | Cycler3 20.06.2012 [64 day(=)] Ready O O
mumm | Cycler4 22.06.2012 [66 day(s)] Ready (@] O

Cancel

Button bar

The button bar contains 3 interactive buttons:

Cycler selection
Position MName MNext verification Cycler status Select Ring attached
mEEE | Cycler 1 16.06.2012 [0 day(=)] Ready (@) O
EEEE Cycler2 15.06.2012 [62 day(=)] Loaded ® =
EEEn Cycler3 20.06.2012 [64 day(z)] Ready O O
mumm | Cycler4 22062012 [66 day(s)] Ready (@] O
Cancel

v 0 20 ) S

B

Label/Title

"Print worklist..."

Description

following structure:

Generation of a worklist report in *.pdf format with the
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worklist name
Creation date and time, user name

Rotor information e Rotor type

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

¢ Comment

Note

The worklist can also be printed by clicking the "View
sample details..." button; see P Printing worklist using
view sample details button.

Note
The printout can be used as a pipetting scheme.

I 'Cancel" e The application process is canceled.
e The "Apply worklist" screen is closed without saving any
changes.
e The "Available worklists" 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
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"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:

e The experiment is saved in the database.

e The run is started.

e Rotor-Gene AssayManager v2.1 switches to the "Cycler"
environment of the selected cycler.

Tasks related to the "Run worklist" view
b Starting a run

» Managing cyclers

b Setting worklist naming options

1.5.5.1.3 Create New/Edit Worklist View

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

The task of creating a new worklist/editing a worklist is subdivided into 4 steps:

e "Assays"

e "Kit information"
e "Samples"

e "Properties"

The screen layouts 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 4 steps.
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Create work list | Select assay profiles and define assay details
Assays > Available assay profiles Selected assay profiles
Assay profile name a|Vers.. Req.P.. & Assay profile name Short name. Vers... |Req.P... |#sam... |New strip tube
step |1 T — -

murker Samples 2PlexHRMAP UDT 231 8
SPieEPlexAP UDT 231 &
SPiexHRMAP UDT 231 6

Properties ACC_5ParamsChecki UDT
1= AGC_SParamsCheck2 UDT The GUI design in this main area depends on the current step
ACC_CycGroup_CG11 UDT - here the Assays step is displayed.
ACC_CycGroup_CG12 UDT
ACC_CycGroup_CG2 UDT 231 3
ACC_Exclusiveloading1 UDT 231 3
ACC_Exclusivel oading? UDT 231 3
ACC_OptConi_2P2PMSP UDT 231 3
ACC_OptConi_2PMSPSPM UDT 234 3 v
ACC_OpiConf_SPMEP UDT 231 3
ACC_OptConf_Unrestrictedi UDT 231 3
- Messages
ACC_OptCont_Unrestricted? UDT 231 3 v
Free g‘““’""‘ The current work list does not contain an assay profile. Add an assay profile. (470014)

—_— Il
Bu+'b°ul: Print work list Export Save and close Resst Save ‘Cancel
i Closed Mode

Step marker
The step marker is used to change between the 4 different steps.

Assays Change to Assays step

Kit information —— Change to Kit information step
Samples — Change to S5amples step
Properties — Change to Properties step

Note

It is not necessary to follow the 4 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 N
mples

Currently active step without  Gray background

error white font Assays >
Currently active step with Brown background

error yellow font Assays >

Currently not active step Blue background

without error dark blue font SEIpics

Currently not active step Yellow background ;

with error dark brown font Properties
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 worklist is valid and

contains no errors.

Task: Generate a worklist report in *.pdf format.

In case unsaved changes are present, the following warning
must be confirmed before the *.pdf file can be generated. A
worklist 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:

worklist name

Creation date and time, user name

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

e Expiry date
e Lot number

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

PO Note: Button is enabled if at least the worklist name is valid.

Task: Export the worklist as *.iwl file.
The *.iwl file can be imported to other Rotor-Gene
AssayManager installations (exchange functionality). If
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unsaved changes are present, the following warning must be
confirmed.

@ 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?

Save and close Task: Save the current progress and return to the available
worklists table.

Reset Task: Reset the current creation process.
If a new worklist was created, all fields are reset to their default
value. If an existing worklist was edited, unsaved changes of
the worklist 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 7 (450018)
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“ Note: Button is only enabled if unsaved changes exist and a

valid worklist name has been entered.

Task: Save the worklist.

The current worklist is saved to the database under the worklist
name entered in the "Properties" step. The worklist is
subsequently available in the "Available worklists" table.

If a worklist was edited, the "Last modified" field is set to the
current date, time, and user.
If a new worklist was created, the "Created" field is set to the
current date, time, and user.

Clicking "Save" if the worklist 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 worklist can be saved if at least a valid
worklist name was entered. If an incomplete worklist is saved,
Rotor-Gene AssayManager v2.1 displays a warning that has to
be confirmed.

m Task: Cancel the creation process.

All entries are deleted and the "Available worklists" 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.

Appl Task: Applies the worklist.
Further information can be found under ¥ Apply worklist view.

Assays step

In this step, the user assembles a worklist by adding assay profiles to the worklist. In its
simplest form, only one assay profile is added to the worklist. It is also possible to add
multiple, compatible assay profiles.

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

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

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

The assays step consists of 4 areas:

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

e Transfer buttons
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= Rotor-Gene AszayManager P L. W [ESEY =

File Help
v B IT £ = = =
» L% = &= =)
Setup Approval Archive Service Configuration Cycler 2 Cycler 3 Cycler 4
Edit work list "WL_20150224_1305_su' | Select assay profiles and define assay details
Assays 53| Available assay profiles Selected assay profiles
Assay profile name 4 Vers_ Req P. Assay profile name Short name Vers__ |Req P |#sam__ |New strip tube
R ZREATULEUT R MV 3 steps red on step 2 UDT (short)  GMV 35 231
SPlexGPlexAP UDT 231 6
5 SPlexHRMAP UDT 231 6
artus CMV RG PCR CE UDT (short) 231 5 .!
CM\V 3 steps red on step 3 UDT (shorf) | 231 5
Properties CMV 35tep 1Green 2Green UDT (sh. 231| 5 Transfer
CM\V 35tep 10range 2Crimson UDT_. | 231| 5
S buttons
Available assay
profiles table
Messages
Free positions Enter the number of samples for assay profile CMV 3 steps red on step 2 UDT (short)
o 72-Well Rolor 67 Canatsy
[ Show only compatible Assay Profiles

e = s L )

& Closed Mode GnaDoe  =[J

Select and edit assay profiles:

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

e Select the rotor type and the reaction volume.

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

The number of samples have to be entered in the selected assay profiles table for
every selected assay.

Note

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

The bar code of the dedicated QIAGEN kit can be scanned. Therefore click on the
'Kit information" step and enter manually or scan the QIAGEN kit bar code.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.

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

Icon

>

Description

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.

e Sufficient free wells are available on the selected rotor.

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

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.

"Available assay profiles" table

List with all available assay profile names, sorted alphabetically in ascending order.
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Available aszay profiles
B Assay profile name a (Vers... Req.P...
AGC OptConf_2P2PMSP UDT 231 3
AGCC_OptConf_2PMSPSPM UDT 231 3
ACC_OptConf_SPMEP UDT 231 3
ACC_OptConf_Unrestricted1 UDT 231 3
ACC OptConf_Unrestricted2 UDT 231 3
AGC_Rotor36Wi2W UDT 231 3
ACC_Rotormf2W72D UDT 231 3
_ ACC_RunProf_ChannelMumber UDT 231 3

AGC Vol _1d0_25d0 UDT 231 3
AGC Vol_25d0_40d0 UDT 231 3

Rotor type Free positions

:3 | 72-Well Rotor | 69

Volume

| 25,00 pl Y |

E Show only compatible Assay Profiles

Label/Title Description

"Available Table of all available assay profiles with the following
assay columns:
profiles" table
e Name of assay profile
e Version number
e Number of external controls used by the corresponding

assay.
(B "Rotor type" Drop-down menu for selection of one rotor type for the
overview new worklist.
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"Free
positions" info

field

"Volume
selection"
menu

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 have to be
removed from the "Selected assay profiles" using the
transfer button <.

The rotor type is for each assay is predefined in the
corresponding assay profile.

Info about the number of free positions on the rotor.

The value in this read-only field depends on the selected
rotor. This value is calculated by subtracting the
mandatory assay positions (i.e., external controls) and the
number of samples from the number of rotor wells.

Example:

The assay requires 1 NTC (no template control) and 4
quantitation standards. 12 samples shall be processed in
a 72-well rotor.

1 NTC + 4 standards = 5 required positions

5 required positions + 12 samples = 17 reserved
positions

72 wells — 17 reserved positions = 55 free positions

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 samples is split to 5 tubes, then the
number of necessary test samples is determined by
multiplying the number of test samples by 5.

Drop-down menu with predefined reaction volumes for
the new worklist. Select the appropriate reaction volume
from the drop-down menu.
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25.00 pl
40,00 yl
50,00 pl
100,00 ul

Note

The screenshot above is an example. The available
reaction volumes are defined by the assay profile.

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 "<".

The reaction volume is predefined in each assay profile.

LE | "Compatible | not activated: List all available assay profiles.
assay Incompatible assay profiles are grayed
profiles" out.
check box 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:

e The thermal cycling profiles are identical.

e The auto-gain settings are identical.

e They share at least one rotor type.

e They share at least one reaction volume.

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

e They are generally allowed to run with other assays.

e They share the same cycling group, or they are not part of a cycling group at all.
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"Selected assay profiles" table

Assay profiles added to the worklist (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... Req. P... |#sam... |New strip tube

-

EACC_SI}EIHdﬂrdprﬂﬁIE uoT ACC 231 3

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 Source for column data

"Assay
profile
name"

"Short name" Values given by the assay profile

"Version"

"# controls"
"# samples" Manual input required

"New strip

tube" Manual choice (if more than one assay is defined).
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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.

Work list

Format of generated work list names
WL_20110513_0430_Operator

User-definable section

WL

[l Date
[l Time

[#] Operator

D Enable analysiz of unclear samples

] Enable checksum for LIMS import

Closed mode UDT mode
[[] Material number required [[] Material number required
1 valid expiration date required  [] ‘alid expiration date required
I [] Lot number requirsd | | [] Lot number required |
Requirements set- Requirements
tings for work lists setfings for work
in Closed Mode 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 F "Configuration" environment
under P "Settings".

Note

For usage of the User Defined Test Mode (UDT mode) functionalities a compatible
UDT mode plug-in is required to be installed.

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

Selected assay profiles

Assay profile name Short name Vers... |Req.P... |#sam... |New strip tube
ACC_Standardprofile LUDT ACC 23 3 5 F"
ACC_OptConf_Unrestricted2 UDT ACC 2341 3 > F" D
ACC_Rotor3gWr2w UDT ACC 23 3 5 F" D

Assay position

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.
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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:
e The number of test samples entered in the "Assays" step

e Required samples given by the assay profile
e The number of assay profiles added in the "Assays" step

T . A

File Help
e
Configuration
Create work list | Edit samples
Assays | Sample details
Pos. Style | Sample ID Status  Sample type Targets Assay Sample comi
Kit information » 1| =-===" g Test Test 1 ACC
» 2|l === i Test Test1 ACC
Samples > 3w ---- N Test Test 1 ACC
¥ 4|l === g Test Test 1 ACC
Properties » 5\ === ? Test Test 1 ACC
» &I — Positive Control PC Ic1 ACC
b 7|l =" Negsative Confrol BC- IC1 ACC
» 8| =" Positive control Test 1 PC Test 1 ACC

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 Description

Row selector 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 C
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Selected row C

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.

Open the pop-up menu by right clicking in any area of a

selected row.

Copy Cirl+C Copy Cirl+C

Azsign [Ds b Assign |Ds » Assign same [Ds
Color ¥ Color ] Azsign unique IDs
Line Style k Line Style ]

Cancel Cancel

Pop-up menu for a
single row selection

Label/Title
"Assign ID"  "Assign same

IDs"

"Assign unique
IDs"

Pop-up menu for multiple row
selection

Description

Assigns the ID value from the
first cell of the selection to all
other selected cells.

Based on the ID of the first
selected cell, an incremental
number is added to all
selected cells.

Example: If first cell has the ID
Sample , the generated values

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

1-187



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 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 worklist
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.
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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.

"Sample ID" The sample ID can't not be empty and must have 1 to 40
characters.

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

Copy Ctrl+C Copy Cirl+C
Paste Cirl+ Pazte Cirl+Vf
Assign same |1Ds

C |
BneE Assign unigque IDs

Cancel

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

Label/Title Description
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"Copy" Copy the content of the selected 1D
cells — single or multiple — to the
clipboard.

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

"Assign same Assign the ID value from the first cell of

IDs" 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.

"Assign unique 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 1 ,
Sample 2 , Sample 3 , etc.

"Cancel" Close the pop-up menu.
"Status" Note: This column is used only if a QIAsymphony worklist is
imported.

Possible statuses of samples from a QlAsymphony worklist
are:

e Valid

e Invalid

e Unclear

e None (empty field) is the status if QlAsymphony has not
been used.

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

o Test Test sample

e NTC  No template control
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e PC Positive control

e EC+  Positive extraction control
e EC- Negative extraction control
e QS Quantitation standard

e FPC+  Positive full process control

e FPC- Negative full process control
'"Targets" Acquisition target given by assay profile
"Assay profile Short assay profile name given by assay profile. Hovering
name" 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 worklist a name, either by entering the
name manually or by using a generated default name. Furthermore, 2 options may
be set (worklist "is editable" and "is applicable").
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Properties

Work list name

WL_20120417_1422_su

E Default name

Work list

D]

Created
=]

Last modified

Last applied

External order ID

Label/Title Description

"worklist Text field to enter a name for the new worklist.
name"

Note

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

Bl  'Default Automatically generate a name for the worklist. The pattern
name" for the generated name is defined in the P "Configuration"
environment under F "Settings".

"Is editable" Determines whether a worklist can be modified later. This
check box check box is disabled by default. It is enabled when the
"worklist is ready to be applied" check box is activated.
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If not activated: worklist cannot be modified later.
The "Edit worklist" icon in the action bar is

deactivated:

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

activated:

Bl 'worklistis Determines whether a worklist can be applied:

complete"
check box Iif not activated: worklist cannot be applied.
If activated: worklist 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 e
"Apply" button in button bar  "Apply" button in button bar is
is disabled. disabled.
Work list Waork list
iz editable
"Is editable" check box is "worklist is complete" check
disabled. box is enabled.
IH 'Created" Displays who created the worklist and when (field is populated
info field upon saving).
"Last Displays who modified the worklist and when (field is
modified" populated upon saving).
info field
"Last Displays when the worklist was last applied.
applied"
info field
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1 ‘'External Optional field that can be used for worklists imported from a
order ID" 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 v2.1. Up to 4 different
Rotor-Gene Q cyclers can be registered and subsequently controlled by Rotor-Gene
AssayManager v2.1 in parallel. The different cyclers are represented by individual
"Cycler" icons, which are always displayed at the very top right of the Rotor-Gene
AssayManager v2.1 screen.

Cycler Icons

i Rotor-Gene AssayManager ‘ ‘ E=nre!

File Help

ol =)

Cyeler 1 C Cycler 4

Available work lists | Manage or apply work lists

¥ Manually created work lists

Unprocessed Processed
Work list name a[#samp__ |Assay profiles Rotor type Volume | Author Creation date Actions Apply |4
5 2PlexEPlexAP UDT 2| oMy, cMy Roter-Disc 100 S0 pl | fdoe 05.12.20'1 DE:00:00 = EHE 0
5 2PlextP UDT 66| CMV T2-Well Rator 50 ul | ddoe 13.12.201 15.00.00 = B
s 2PlexHRMAP UDT 66| MV 72-Well Rotor 50 pl | su 1012 2011 12:00:00 |
5 SPlexHRMAP UDT 66| CMV 72-Well Rotor 50 ul | adoe 16.12.2011 18:00.00 |
A4

L — —

Delete selected Refresh list

»  Automatically generated work lists

Woark list name. a|#samp.. [Assay profiles Rotor type Volume  |Author Creation date Actions Apply

» Rainbow artus GMV RG PCR GE UDT 95| cMv Rotor-Dise 100 50 il | cdos 29.12.2011 D6-00-00 n ﬁ

Delete selected
I ks R WSSO oy R—

@ Closed Mode GinaDoe  =[f

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.

=) (=)

Cycler1

Progress Indicator

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

Further cycler icons are listed below:

e

=

Cycler 1

Cycler offline Cycler activated Invalid Run stopped and
verification cycler offline
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"Idle Cycler" screen
In case a cycleris idle, clicking the corresponding icon displays the following screen:

File Help

Gina Doe -+ |

There are two alternatives to start a run on anidle cycler:

e Apply an existing worklist from the "Available Worklists" table.
e Create a new worklist and apply it.

"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.
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1 Rotor-Gene As;ayMarwger‘

Cycler Icon

File Help

¥) ACC_20150225_0853 Acquisition | Green Siep 1

Cycter Operator Fluorescence: - - Cycles: ——

Cycler 2 su

Comment

Information

pane!

®

Needed re-usable information is missing for
atleast one assay, 5o the analysis will ke
i I

to pending state. See “Service — Re-usable
results” for obtaining more information.

EI[J
Sample Information

Tube | Sample ID Type
mi Test
2 Test
u3 Test
[ X
us
Sample e

?
g
&

Fluorescence

a——

Test
Test
PC
EC-
area 8 PG
Test
Test

Test

|_ Plot
area

1

2

3

4

234

Positive Con.
Information — || M7 Negaiveco..

Positive cont_

bdf

wer

as

345

diget

BEEERERRERERRER

Test
Test
PC

EC-

Cycles

v Startime  Remaining time

853 ———————————— About 74 minuies

o

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

v) QF Pat_20120417_1506
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 worklist 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:

e Line color (derived from the worklist)
e Sample position on rotor

e Sample ID

e Sample type:

e Test Test sample

e NTC No template control

e PC Positive control

e EC+ Positive extraction control
e EC- Negative extraction control
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e QS Quantitation standard

e FPC+ Positive full process control

e FPC- Negative full process control

e Assay short name

Non-Test __
samples

Test samples

Sample Information

| Tube Sample ID Type
B PC_1 PC
iz PC_2 PC
B3 PC_3 PC
[ ! 1 Test
[ 1 2 Test
W s 3 Test
W7 4 Test
[ = Test
[ R G Test
Wi 7 Test
m 11 i Test
W1z |9 Test
W12 10 Test
[ JRE! 11 Test
B 15 12 Test
B 16 13 Test
B 17 14 Test
W 15 15 Test
B 19 16 Test
W 20 17 Test
| Bl 18 Ta=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

The number of rows is equal to the number of wells on the rotor. If the number of
samples used is less than the number of wells on the rotor, the sample type "Empty" is
assigned to unused rotor positions.

Multiple assays

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

Tube | Sample |D

© 0 N O O s W N =

10

68
68
70
71

72

1

@ o s W N

Positive Con...
Megative Co...

1
2
5
4

Positive Con...
Negative Co...

Type
Test

Assay
ACC

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

h

L |

Samples
- from
Assay A

Samples
—from
Assay B

"Empty WPE sumples up to the
— number of wells on th e rotor
(here a 72-well-rotor is used)

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.
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Sample Information

Tube | Sample ID Type
m1 PC_1 P
m: P
3 PC_3 P
[ ! 1 Test
[ 1E 2 Test
B s 3 Test
7 4 Test

Assay

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

Acquisition plots are enabled by
default for all samples. The row is

colored in dark blue.

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.

Sample Information

Tube Sample ID Type
W1 PC_1 PC
[ P PC_2 PC
3 PC_3 PC
[ ! 1 Test
R E—
[ 3 Test
[ | 4 Test

In the example above, the

Assay

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

amplification curves of tubes 2, 3,
and 5 have been disabled. These
rows are colored in brighter blue.
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E Anrpismnll Green v | ' Zoom ,JL‘

[ Fisorescence 172 Oyoles: 140 | Blx100% 5] Y:501%

f | Plot
‘5 ared
2 4 L] 8 10 12 14 18 18 20 2 24 -] 28 30 a2 34 » 38 Cycles
Bl - Foonun
B o G 5
Label Explanation
Coordinates Shows the coordinates of the current mouse position. If

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

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

Il Target selection Selects the acquisition target used for the plots.
menu

Graph options 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 the number of cycles in the run
profile, and the y-axis is set to 100.

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-202



1 Zoom factors

I Starttime"

Id  Progressindicator
bar

"Remaining time"
estimation

1 'Stop process"

The auto scale button fits the scale to the
maximum and minimum readings in the
data.

The y-axis range is restricted to the lowest and
highest measured fluorescence value. The x-
axis is set to a maximum value equal to the
number of cycles in the run profile.

Displays zoom factors separately for the x-axis and the
y-Oxis.

Displays the start time of the run.

Displays the progress of the experiment. The indicator
bar visualizes the acquisition progress: the dark blue
colored part of the bar visualizes the elapsed time; the
brighter blue colored part, the remaining time of the
experiment.

Remaining time
eessssssssssss—————— About 7 minutes
1 | I

I I

Elapsed time Remaining time

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

Text Explanation

"Remaining Ongoing experiment

time"

"Analyzing" Experiment was finished, analysis
has started

"'Ready" Experiment analysis finished

Displays the estimated remaining time.

Stops the run.
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Atfter clicking the "Stop process" button, a warning
dialog must be confirmed to stop the run. The run will
be stopped as soon as the device has finished a profile
step. This can take up to 60 seconds.

The status "Run stopped" is assigned to the experiment
in the internal database.

I Finish run" Finish the run.
The following dialog is opened:

@ Finish run

Paosition Name Run status

[ | Cycler 1 Run Successful

Experiment name

QF Pat_20120426_0752

Errors during run

Comment

Release Release and go to approva w

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:

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-204



Finizsh run

D Run has to be released before starting approval

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:

o 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.
poqusiion [Geen 7| zeem [R][T]

Fluorescence: —— Cycles:—— Eik00% B Yems

25 7

= /
/

qum

-Iy Select comesponding Samples

Fluorescence

-f Deselect corresponding Samples

2 4 [ 8 m 12 14 18 12 20 2 24 26 28 an 32 34 ELY 38 Cyoles
Start time Remaining ime =
13:28 About 4 minutes Siop process Finish run...
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Zoom the plot to

the marked area Q, Zoom
+ [
Select/deselect samples _*'( bzl
in the Result table f Deselect corresponding Samples
) whose plot lie
in the marked area Cancel

Close the context menu,
erase the selection rectangle

e 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 (&). 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%.

e Identification of amplification curves:
Hovering the mouse over an individual amplification curve highlights the curve in
the amplification plot and displays a tooltip with the following data:
- Tube number

- Sample type
- Sample ID
- Assay type
Fluorescence: 15.4 Cycles: 32.8 B X: 100% 0 v:408%
Cycter operator
Cycler 1 su .
Corresponding sample and plot
Gomment B /
Sample Information
Tube Sample ID Type Assay Y
0
W2 Pc2 PC QF Pat
W3 Pc3 PC QF Pat
| I 1 Test QF Pat
| 16 2 Test QF Pat %
10 Test QF Pat §
m7 4 T OF Pat 3
H: s Test OF Pat -
Hes & Test QF Pat Tube: 1 ID:PC_1
o 7 Test OF Pat Type: PC Assay: QuantiFast Pathogen PCR +IC
[ I Test  GF Pat
[ IENE Test | GF 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.
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Tasks related to the "Cycler" view
» Managing cyclers
P Finishing and releasing a run

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:

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

e "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
e Undefined e Unreleased

e Accepted e Partially released

e Rejected e Fully released
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Dependency between sample status and assay status:

e All samples undefined +  Experiment unreleased

e Samples sporadically *  Experiment partially released
accepted or rejected

¢ All samples accepted or *  Experiment fully released
rejected

1.5.5.3.1 Filter Screen

The "Filter" screen is intended to

e Filter for not yet released or partially released assays
e Select assays to start the approval process

It consists of 2 parts:

o "Filter options" area at the left hand side of the screen
¢ "Assay selection" area at the right hand side of the screen
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File Help
Approval | Archive
Filter options Assay selection
Start date End date ] |Experiment a Assay #samples |Operator Run date Status | &
‘DZ 02205 |DZ.D3.2CI1 5 | ]| ACC_20150225_D853 ACC_Standardprofile UDT 5| Gina Doe 25.02.2015 D8:53:39
[ie] Use advanced fiiter options + | []|ACC_20150225_D853 ACC_OptConf_Unrestricte... 5| Gina Doe 25.02.2015 D8:53:39
[ Fiter assays + | ]| Analyzed UDT experiment 1 APT_1P_\alidCheck 40 | Andy Doe 22.02.2015 14:14:43
13 D Analyzed UDT experiment .. APT_1P_ValidCheck 40 Andy Doe 2202201514:14:43
3 D Analyzed UDT experiment 2 APT_2P_\alidCheck 2| Andy Doe 21.02.2015 14:14:43
» D Analyzed UDT experiment 3 Test1 42 Andy Doe 20022015 14:14:44
» D Analyzed UDT experiment 4 APT_1P_ValidCheck_Crop 40 Andy Doe 19.02.2015 14:14:44
Assay status Release status.
v | ]| cMv_20150224_0827 2Plex6PlexAP UDT 54 | Gina Doe 24.02.2015 D8:27:36
[ Successiul O Unreleased
E Failed O Partially » D Experiment Mo. 41 UDT m artus CMV RG PCR CE UDT 30| Andy Doe 22.02.2015 14:14:29
[ Pending (®) Both
» D Experiment No. 42 UDT artus Hl Virus-1 RG RT-PC... 66 Bob Doe 21.02.2015 14:14:29
[ Filter experiment name
13 D Experiment No. 43 UDT m CMY 3Step 1Green 2Gree. 19| Cindy Doe 20.02.201514:14:29
3 Experiment Mo. 43 UDT CMY 35tep 10range 2Cri... 18| Cindy Doe 20.02.2015 14:14:29
DFlI‘ercomamed sample |Ds D Apo m v v ¥ El
13 D Experiment No. 43 UDT m CMY 3 steps red on step 2. 19| Cindy Doe 20.02.2015 14:14:29 El
» D Experiment Mo. 43 UDT m CMY 3 steps red on step 3... 19 Cindy Doe 20.02.2015 14:14:29
[ Filter operator i
» D Experiment No. 44 UDT ACC_Standardprofile UDT 20 Dean Doe 19.02.2015 14:14:29
» D Experiment No. 44 UDT ACC_Rotor36W72W UDT 20 Dean Doe 19.02.2015 14:14:29 El
[ Fiter cycler serial number
v | []| Experiment No. 44 UDT ACC_Wol_25d0_40dD UDT 20| Dean Doe 18.02.2015 14:14:29
v | [[1| Experiment No. 45 UDT ,TI artus CMY RG PCR CE UDT 30| Edward Dog 18.02.2015 14:14:29 b
e i Start approva

Filter options area Asssay selection area

Initially, the "Assay selection" area is empty. Specific criteria in the filter options have
to be defined and applied to search for specific assays. All assays matching these
criteria will be listed in the "Assay selection" area. Using the check boxes, the user
selects one or multiple assays to be approved. By clicking the "Start approval" button
the "Approval" screen appears.
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"Filter options" area

Date filter _

options

Advanced filter
options — |

Filter options

Start date End date

—l(02022015  [#| (02032015

H [¥] Use advanced fiter options

[ Filter assays

[] QuantiFast Pathogen PCR: +C

O5_AS_Import_udt 1_Active_
05 AS Import_udt 2 Active

Assay status Release status

[l Successiul () Unreleazed

[ Failzd ) Partially

[#] Pending (&) Both

[ Filter experiment name

[ Filter contained sample |Ds

[ Filter operator

[ Filter cycler 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" (M) must be checked.

e
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Note

Filtering for text is not case sensitive. For example, if sampleQ1 is entered in the
"Filter contained sample IDs" box, samples with IDs Sample01 and SAMPLEOT are
also considered as matching samples.

Label/Title Description

Date filter Enter a start date and an end date in the corresponding fields
options 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:
e Wildcard characters are not allowed.
e Dates must be entered completely.

"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:

Advanced Filter Criteria

e Successful
e Failed
e Both
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"Release status"

"Filter experiment
name"

"Filter contained
sample IDs"

"Filter operator"

"Filter cycler serial

e Pending

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

e Unreleased
e Partially
e Both

Filter for the experiment name by
activating the check box and entering
an experiment name.

Filter for specific sample IDs by
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 for a specific operator by
activating the check box and selecting
an operator from the list.

Filter for a cycler serial number by

number" activating the check box and entering
a cycler serial number (only digits).
B1  'Resetfilter" 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.

"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.
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Assay selection

B—-—-—D Experiment “

| 0| ACC_20150225_D853
| 0| ACC_20150225_D&S53
] D Analyzed UDT experiment 1

3 D Analyzed UDT experiment...

Column

Row 3
selector

Assay # samples |Operator Run date Status
ACC_Standardprofile UDT 5| Gina Doe 25.02.2015 08:53:39
ACC_OptConf_Unresiricte. . 5 | Gina Doe 25.02.2015 08:53:39
APT_1P_\alidCheck 40 | Andy Doe 22.02.2015 14:14:43
APT_1P_\alidCheck 40 | Andy Doe 22022015 14:14:43

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 (CJ) 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
The context menu of the row selector is used to select or
deselect the highlighted assay:
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Select
Dezelect
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.
Assays O The assay selector check box is used to select the assays to
selector be approved. To select all assays for the approval process,
check box activate the check box in the column header (IN).

The column select icon (IM) changes according to the
number of selected assays.

0 No assay selected
= One or more assay selected, but not all

M Al assays selected

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

e Ifthe assay is valid, this field is empty.
e In case an assay is invalid, this is indicated by a warning
icon: @
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"Assay"

"# samples"
"Operator"
"Run date"

"Status"

"Start approval"
button

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.

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

Name of the operator

Run date of the experiment

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 (B icon.
If an assay is locked, the column shows a lock icon .

If an assay is pending, this is indicated by the 1] icon

Starts the approval process of the selected assays. This
button is enabled if at least one assay is selected.

By clicking this button, the "Approval" screen is displayed. All
selected assays get the status "Locked".
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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 v2.1 plug-in user
manuals. In this manual, example screens and procedures for the Gamma Plug-in
are shown.

The "Approval" screen is used to:

e Check the result of an assay

e Approve (accept or reject) the result of every sample

¢ Release individual sample results and whole assays

e Create a support package to facilitate support in case of problems

The results of the samples of the previously selected assay can be checked and have
to be accepted or rejected and finally released. Assays where not all sample results
have been released are saved as partially released assays. 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.

= Rotor-Gene AssayManager (ENEING

File Help

: * Experiment 6359356604...
Tab list Demo Assay I n
v Plots and information
Raw data Processed data J Standard curve Expenment Work list J Assay J Audit trail Calibrator
Experiment name Reaction volume Rotor type Run comment Messages
Plots and Expeniment-£35935660482396581 25u 72-Well Rotor
information—
area Run start End of run Run on SWversion  Cyeler serial no.
13.03.2016 0000 13.03.2016 00:00 21018 0409102
Run operator Run released by
Andy Doe (sdoe) System (sutomatic ally)
v Results
a
Results - test samples. °
Pos. Style Sample _ Type Sample com Output ct Value Individual target result  Flags & [ C
Results area —| 37 B B —— Sample1 Test * Target_B1 27,26 - Signal detected - 00 ®
5 Target_82 27,34 - Signal detected -
Target_A1 2120 - Signal detected
S Target_A2 2126 - Signal detected
0 Delta_Ct_Target A - 005737 Signal detected
mean_Ct_Target A - 2122986 Signal detected -
Delts_Ct_Target B = 007568 Signal detected = v
Conc. unit | Default unit v | Show IC ~ Assay comment
Button bar Create support package. Save and close Reset Save E Release / report data

i Closed Mode February 25,2015  GmaDos  =+[fl
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The "Approval" screen consists of the following 4 areas:

Area
Tab list

"Plots and
information" area

"Results" area

Button bar

Tab list

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.

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 3‘2 QF Pat72ﬂ12041771ﬂ1‘9 QF Pat_20120417_1032 ' QF Pat_20120417_1038 QF Pat_20120418_1029 SYBR_2012 » CI ”
QuantiFast Pathogen PC.. QuantiFast Pathogen PC... rULIaIHIIFESZ Pathogen PC... QuantiFast Pathogen PC.. QuantiFast Pathogen PC... Rotor-Gene b ?’fse a
utron

Experiment

name  Assay name
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"Plots and information" area
The "Plots and information" area is subdivided into 6 sub tabs:

Collapse—- (¥ Plots and information
con
Raw data ‘ Processed data | Standard curve ‘ Experiment | Assay | Audit Trail } Sub tabs
§ 50
i R
-
5 10 15 20 25 30 35 Cycles
1. "Raw data" —— Graphic focused:
Shows amplification plots of raw and processed
2. "Processed data" data as well as the standard curve, respectively
(depending on the selected assay and the
3.  "Standardcurve"  —— currently used plug-in).
4. "Experiment" | Data focused:
Shows detailed data about the experiment and
5. "Assay" __ 1 the assay.
6. "Audit Trail" Shows all actions that are recorded in the audit
trail.
Note

The collapse icon (¥)) is used to collapse the "Plots and information" or the "Results"
area to gain screen space for the other area. If an area is collapsed to a single row,

the icon changes to "*' for expanding the area back to the default size.

"Raw data" sub tab

The "Raw data" sub tab displays a plot of the fluorescence measured during the assay
run. The line styles and colors used in the plots are defined during the creation of the
corresponding assay profile. The availability of raw data depends on the currently
used plug-in.
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Collapse

ICON — (¥ Plots and information ) .
Graph options Coordinates
Raw data
Target | | .
selection —- s rom o T -
menu
4 50 50
j‘r 7.7 “-__—_-‘-——-———-_‘7—--‘ I 0 == T - ."_“(‘TV —
10 0 30 3! Cycls 5 10 1! 0 30 35 Cycle
\
PCR plot
Label/Title Icon  Description

Collapse icon

Target selection menu

Graph options

Coordinates

[l

B &N

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 @ maximum value equal to the number of
cycles in the run profile.

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: 3536

Fluorescence Cycle
value value
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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

e When the mouse is hovered over the amplification plot, the cursor changes to cross
hairs (+).

e The current position of the mouse cursor over the amplification plot is displayed in
real time in the coordinates field.

e Hovering with the mouse over the amplification curve of a specific sample opens a
tooltip displaying the following information:

e Tube

number

e Sample a0

ID

Fluorescence

Tube: 3 ID:PC_3
_______ Type: PC  Assay: QuantiFast F'athngen PCR +IC ———
'5 10 15 20 20 35 Cycles

e Sample 0
type

o Assay
name

(long)

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.
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g
[T
%
g 02
=
L
L=}
b
- R SRS FR SR U RS SRR R . ST R
E
':u: 1) B — — I __
5 10 15 20 25 20 35 Cycles
1. Hold down left mouse button
2. Drag mouse to end point
o
g
g i
i 4
§ 02 47
L s
i £d
[
-2 Q, Zoom
§  Ofpmassss I — ==t/ Select comesponding Samples
5 10 15 20 | =/ Deselect corresponding Samples
Cancel
Description of the context menu's functions:
Zoom the plot to
the marked area q Zoom
+/ select corresponding Samples
Select/deselect samples / pending amp
in the Result table 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
e 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.
e Double-click anywhere in the amplification plot area to reset the zoom to 100%.
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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 v2.1 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,
Graph the "Linear scale" button is highlighted in dark blue color.
options
By clicking the "Logarithmic scale" button, the
amplification plot is displayed using a logarithmic scale. If
H 1 N ] . H 1 .
this option 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 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: QS3
Type: Q5 Assay: HW_ QS Plasma_1000-60_cop

t Value

an

—

1[_1 1[_1 5 102 el 1[-3 1E_3 5 Concentration

Tube number Sample ID Sample type Assay name (long)
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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.

(¥) Piots and Information Graph opfions
T ' Raw Data Processed Data ;““éi;;lié}é'?:'}i}'\}'é""}| Experiment | Assay | Audit Trail Coordinules
arges
=z Py ra——
selection - Target Options Ct:0.00 Co:10e0.00 Details
menu ———
35 — Green Cycling 1 Step 2
= 099522
— R®=0,99545
] M=-3236
2 a@ B = 38,891
&) ‘ Efficiency = 1,037
1[" |D‘ 5 ‘[2 1['2 5 “:‘3 ‘DE 5 Concentration ) ) )
|1 |
Standard curve plot area Information panel

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

e A drop-down menu to select the target

e 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:

Target
Green Cycling 1 Step 2 —— acquisifion
R =0,29822 channel
Statistical R==0,99545
regression M=-3238
parameters B = 38,891

Efficiency = 1,037

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

1-223



The statistical regression parameters are:

Parameter Explanation
R Root extracted from R2
R2 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 R2 value = 0.990. However, the
individual limit for this value can be set during assay profile
creation.

M Curve slope

B Curve offset
Efficiency Describes the amplification efficiency in a PCR.
Experiment

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

¥ Plots and information

Raw data Processed data Standard curve Expsrlment‘| Assay ‘ Audit Trail
Run comment Run operator External order ID Messages

su
Run released by Work list source Work list locked
Manual Mo

Experiment name Reaction volume Rotor type Created from worklist

QF Pat_20120417_0849 25 T2-\Well Rotor WL_20120417_0858_su
Run start End of run Run on SW version  Cycler Serial No. Woark list last changed by Waork list created on Work list last changed on

17.04.2012 08:49:42 17.04.2012 09:52:17 0862 0112101 su 17.04.2012 D3:58:58 17.04.2012 D&:58:58

Assay

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

¥ Plots and information

Raw data Processed data | Standard curve Experiment ‘

Assay profile name # standards and controls Material number
‘QuantiFast Pathogen PCR +IC &

Short name # test samples Kit expiration date
QF Pat 66

Version Reserved rotor positions Kit lot number
200 T2 128264858
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Audit Trail

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

Example:

¥ Plots and information

Raw data | Processed data Standard curve Experiment | Assay | Audit Trail
Date and time User ID Message ID  Message Signed
g su 540015 Approval: Experiment Experiment-634716579113312101 assay QuantiFast Pathogen PCR +IC sample PC_1 in
11.05.2012 09:31:22 o
tube position 1 state =et from Undefined to Accepted.
11.05.2012 09:31:22 su 540015 Approval: Experiment Experimeni-634T16579113312101 assay QuantiFast Pathogen PCR +IC sample PC_2 in

tube position 2 state =et from Undefined fo Accepted.

"Results" table

All samples and external controls are listed in separate rows of the results table. If a
sample has multiple targets, the row is further split and the results of every individual
target are displayed. Any test sample results provided by Rotor-Gene AssayManager
v2.1 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 v2.1 plug-in user manual.

¥ Results
Standards / controls 'y
Pos. | Style | Sample ID Status |Type | Targets ct Result Flags Sample comment ¥ | = @
1/ B === PC_1 FC Test | nvaLD MULTIPLE_THRESHO.. oo
c - INVALID MULTIPLE_THRESHO.
Results —| - S
table ] 2 W -—= FC2 FC Test | INvaLID MULTIPLE_THRESHO.. O O
c - INVALID MULTIPLE_THRESHO.
3 W === FC3 FC Test | iInvaLID MULTIPLE_THRESHO.. TORO
c - INVALID MULTIPLE_THRESHO. v
Results ?‘?ble*  showic [ Use scientific format Comment
options T

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
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access to the data of the experiment is possible from the "Archive" environment, but
decisions made during approval are fixed to the samples.

Test sample )
| Experiment status

Partially released
| | if (ot Ieu_slllnne test

! . sample is "Undefined”
Accept Reject Undefined P

result result
Experiment status
Fully released
if all test samples

Release sample are approved

Released Experiment transferred

to Archive environment

Results table
The results table contains the following columns:

Column Explanation

Row selector * 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.

> []
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 last
element to be highlighted. All rows in between are highlighted.
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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 Ctri+C

Show curves
Hide curves
Invert selection

Accept
Reject
Reset to undefined

Cancel

Labelftitle 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 Inverts the row selection

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.
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"Cancel" Closes the context menu

Graph [l The graph selector check box is used to show or hide the
selector amplification curve of the selected sample.
check box

[0 Hide the amplification curve of the sample

Show the amplification curve of the sample

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

v HResults

Standards / controls
Pos. |I | Style Sample ID

60O |N
v 7 ]| == Negative Conrol

Column select icon — =
Positive Control

» 3 D | Pogitive control Test 1

O No sample selected
=l Samples selected sporadically

M All samples selected

Click the column select icon to easily select or deselect all

samples.
Line color Line color of the amplification curve used for the sample
Line style Line style of the PCR amplification curve used for the sample
Sample ID Sample ID of the sample (as defined during worklist setup)
Status Upstream status of the sample.

Possible values are:

v  QlAsymphony sample status valid
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Target

Ct

Results

Flags

Sample
comment

Approval status

QIAsymphony sample status unclear

[0  QIAsymphony sample status invalid

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

Calculated Ct value for the target

Rotor-Gene AssayManager v2.1 sample evaluation result.
Possible results are:

e Concentration value including a concentration unit
e Signal detected

e No signal

e Invalid

Exceptions identified by Rotor-Gene AssayManager v2.1
analysis. Possible flags are listed in the corresponding Rotor-
Gene AssayManager v2.1 plug-in user manual.

For every sample a comment can be entered. Maximum 256
characters are allowed. Comments already entered during
worklist 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 v2.1 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.
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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.

Reject button

Accept button — % | x| | — Undefined button
O 0O @
M°° "H°
Accept result Reject result

Results table options

Note

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

Button bar
Title/label Explanation
and close Saves all changes and closes the current assay. No test
results will be released.
[ Reset ] 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
Clo=

will be released.

Closes the selected experiment. If there are unsaved
changes, a warning will be displayed.
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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:

e "Fully released" if all test samples were released and no
test sample has the status "Undefined".

e '"Partially released" if at least one test sample is approved
and released while at least one test sample still is not yet
released.

¢ 'Pending" if some re-usable data are missing.

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

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

-
[ Rotor-Gene AssayManager

w « B OIT

Filz2 Help

Setup Approval Archive Service

Local Settings

| Default data export directories

l Report folder
C\Users\Public\Documents\GIAGEN Rotor-Gene AssayhManagenExporfiReporis

[#] Export results to LIMS
LIMS output folder
CUsers\Public\Documents\GIAGEN\Rotor-Gene AssayhManagenExporfiLIMS

1.5.54 Archive Environment

The "Archive" environment is used to search for released assays, to generate
experiment reports using predefined report profiles and to import run experiment data
into the the Archive. Note that filtering in the "Archive" environment is limited to the
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currently active archives. Inactivated archives are not included in the filtering. Different
archives can be activated or deactivated using the "Archive Management" tab in the
"Configuration" environment.

The "Archive" and the "Approval" environments have a very similar layout.

Note
After finishing, an assay can have one of the following statuses:

e Unreleased No sample has been released yet.

e Partially released At least one, but not all test samples have been released.
e Fully released All test samples have been released.

e Pending Mandatory re-usable data are missing.

Unreleased and pending 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
Pending | @

Partially

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

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 ¥
"Approval" environment. The only differences are:
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e Experiments with either status "partially released" (IN), "imported" (IEX) or "fully
released" (fl) are shown.
e The "Show assays" button ([BY) is shown instead of the "Start approval” button.

7 Rotor-Gene AssayManager & & 1 ] . — ' TT. =15

File Help

» ¥ B OIT o S A & &

Setup  Approval | Archive | Service  Configuration Aflanta Berlin Chicago Dortmund

Filter options Assay selection

Start date End date [] | Experiment " Assay #samples | Operator Run date Status

|‘H 022016 ‘1].05 2016 » D Analyzed plugin experiment 1 APT_1P_ValidCheck 40 | Andy Doe 10.05.2016 11:55:18 |:l

[ use advanced fiter options »| []| Analyzed plugin experiment 2 APT_2P_validCheck 2| Andy Doe 09.052016 11:55:18 | [} I
» D Analyzed plugin experiment 3 Quant_4T_JAK2 5| Andy Doe 03.05.2016 11:55:19 El ﬂ
v | []| Analyzed plugin experiment 4 | [ APT_1P_ValidCheck_Crop 40| Andy Doe 07052016 115520 | [
» D Analyzed plugin experiment 5 artus_CMV_blood200_QS 45| Andy Doe 06.05.2016 11:55.21 |:l
» D Analyzed plugin experiment & artus_HBY_plasma1000_QS 13 Andy Doe 05.05.2016 11:55:21 ' E
» D Analyzed plugin experiment 7 artus_HINV-1_plasma1000_QS 14| Andy Doe 04.05.2016 11:55:22 (¥4
v | [/ Analyzed plugin experiment 8 2010-07-20_HSVA_3xLOD_._ 17 | Andy Doe 03.05.2016 115522 v
»| []| Imported experiment APT_1P_\alidCheck 62| External 23,02 2016 1420115 Jid] [;!

[

[ Resethwer | " Appiy wer | Import experiment Remove imported experiments). Show assays —I—m

@ Closed Mode
L

Filter options area Assay selection area

In addition, it is possible to import Rotor-Gene AssayManager v2.1 experiments e.g.
from another computer or database via the "Import experiment” button (I). Select
the *.rgam file of interest and export the complete experiment into the archive.
Imported experiments can be removed via the "/Remove imported experiment(s)"

button (I).

For experiment import .rgam files are necessary. Refer to ¥ Show Assay screen to
export experiment raw data.

Note

The "Remove imported experiment(s)" button is only visible if at least one
experiment was imported.
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For details about the functionality of the Filter screen, see ¥ "Approval" environment.

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

e Check experiment data of partially or fully released experiments
e Create a support package to facilitate support in case of problems
e 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.

& Rotor-Gene AssayManager . i .

File Help

" [TI[ Anatyzed piugin experi...
Tab list— Quant_sT_JAK2
¥ Plots and information
Raw data Processed data J Standard curve Experiment Work list ‘ Assay I Audit trail
Experiment name Reaction volume Rotor type Run comment Messages
Plots and Analyzed plugin experiment 3 25u 72-Well Rotor
Information—|
area Run start End of run Run on SW version  Cycler serial no.
18.12.2011 20:00 19.12.2011 06:00 2100 1109104
Run operator Run released by
Fred Doe (fdoe) System (automatically)
¥ Results
Pos. [ Style Sampl. Type | Samplec.. Overallsa.. |Output ct Value Cone. Individual target...  Flags & [0 [a
2 E B W1 Qs Vaid Wild-Type e - 7,77 Signal detected - €]
Wiml
Results area —| | 1 IC Wikd-Type 3404 = - Signal detected
VBI7F 3590 - 11,74 Signal detected
Wiml
IC VE1TF 3390 - - Signal detected -
4 B B e== w2 Qs Vaikd Wild-Type 3344 - 134,35 Signal detected SPIKE
Wiml v
3 FEFEFE S aman Pl ctdeiecioa e
Conc. unit | Default unit v [ Show standards / controls B showic Assay comment
Button bar— Create support package.

ﬁ-. @ Closed Moce
n

Label/Title Description
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"Create Rotor-Gene AssayManager v2.1 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 # "Settings" tab in
the support packages option.

i Rotor-Gene AssayManager ‘ ‘
» ¥ B IT &« &

File Help

Setup Approval Archive Service Configuration Development
Seftings User Cycler Archive Management Assay Profiles Report Profiles.
T TG o T e TR T YW T WS
CAUsers\Public\Doc uments\GHAGENF G A \Import\RetorGensAssayM Worklists

E Import QlAsymphony work lists
CAUsers\Public\Doc uments\GHAGEN \Rotor-Gene AssayManagerimportvQlAsymphonyWorklists

D Auto import of QlAsympheny work list (closed mode)

Support packages
—P- Ci\Users\Public\Documents\CHAGEMIF Gi A \SupportP;

I “Export’ Exports raw data of experiment/s to a *.rex file, *All .rex files,
*.rgam-file, *All .rgam-files, *.zip-archive or *All .zip-archives.

"Report Creates a report of the experiment as *.pdf file. The report is
data..." generated using the report profile selected from the "Report
Profile" (fell M) menu. Reports can be generated using the
scientific format (el M), the reporting unit can be selected (e
E}) and the concentration can be defined (el IZN).
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1} [ VUse scientific format

Report Profile
2 [ Complete Report Content ‘r]

Result reported with unit Conc. in

3 Default unit Feaction ﬂ

R Y Cancei™|

Note

For the Gamma Plug-in, no user defined report profiles are
applicable. The experiment data which will be included in the
report are pre-defined by the assay.

Note

The scientific format function is not available for all Rotor-
Gene AssayManager v2.1 Plug-ins.

Y  'Close" Closes the "Show Assays" screen and returns to the Filter screen
of the "Archive" environment.

1.5.5.5 Senice Environment

The "Service" environment contains the "Audit Trail" and the "Re-usable Data" tab.

"Audit Trail" tab

The audit trail is a record of all user actions. All actions are traced in the audit trail
and can be filtered and printed out. The Rotor-Gene AssayManager v2.1 audit trail is
designed based on guidelines in FDA CFR Title 21, Part 11 Electronic Records,
Electronic Signatures.

All activities of a user are logged in an audit trail categorized in 8 different contexts:
e Installation
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o User
Session
Profile
Settings
Cycler
worklist
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

areds:

e "Filter" area
e "Results" table
e "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.

Filter

Date & time User

Date from Time from @® Allusers
02032015 [ | 00:00:00 O This user

Date to Time to O Specific
02032015 [@] | 235859

Filter area —|
Context Computer
[ Installation c" O This computer
u
[ user (® Al computers
[ Session =

Language (8 System language (O English

Results
l Context Date & Time User
Session 02.03.2015 08:15:23 Gina Doe (su)
Session 02.03 2015 10:36:13 | Gina Doe (su)
Session 02.03.2015 11:22:34 | Gina Doe (su)

Results table —

The content of the matching entries in the "Results" table are not editable, the table

Messages
) The messages are shown in the
Experiment ® system language. If the language file
was not found, the messages will be
@Al shown in English. (320002)
© Specific
Signed actions Messzage 1D
@ All actions @Al
© signed only O Specific
Experiment Message ID | Text Signed
1030012 su logged in successfully in User Defined Test Mode.
1030016 Application unlocked successfully for the user: su
1030016 | Application unlocked successfully for the user: su.

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.
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Filter area

Filter

Date & time m User Experiment
Date from Time from @ All users User Iy @ All Experiment name
|{’2'|:|3'2CVI s | 00:00:00 | © This user | O Specific
Date to Time to O specific
[02.032015 [ 23:50:59 |
m Context E Computer ﬂ Signed actions Message [[n]
i e
hu] etz Ratian ® © This computer (@®) Al actions ® Al ID
b User (@ Al computers © signed only O Specific l:l
[ Session o

Language (8 System language (O Engligh
H I 0
Explanation

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.

B | Filter for a user name

To

Filter for all users

Filter for the current user

Filter for a specific user

Do this
Activate "All users".
Activate "This user".

Activate "Specific" and enter a user ID in the
"User ID" field.

Filter for an experiment name

To

Filter for all experiments

Do this

Activate "All".
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To Do this

Filter for a specific Activate "Specific" and enter an experiment
experiment name in the "Experiment name" field.

21 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

[#] User
Session

[ Profile
Seftings

[ Cycler

[l Warkiist
[] Experiment
Licensing

I Filter for a computer
If Rotor-Gene AssayManager v2.1 is installed in a network on multiple
computers, this setting allows to filter for a specific computer name. It can
only be switched between all messages and those messages related to the
local computer. In a single computer installation environment, this setting is

less useful.

To Do this

Filter for the computer in
use

Activate "This computer".
Filter for all computers  Activate "All computers".

I 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 ¥ Signing release of a run option, ¥ Signing release of test
results option. This filter option is used to filter for signed actions only.
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To
Filter for all actions

Filter for signed actions
only

Filter for messages
To

Filter for all messages

Filter for a specific
message

Il Select a language.

Do this

Activate "All actions".

Activate "Signed only".

Do this
Activate "All".

Activate "Specific" and enter a message ID in
the "Message ID" field.

I 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 to:
Current date

Date from:
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.
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Results table

The results table lists all entries in the audit trail matching the filter criteria.

Results

Context Date & Time User Experiment Message 1D Text Signed
iSession 02.03.2015 08:15:23 Gina Doe (su) 1030012 su logged in successfully in User Defined Test Mode.
Session 02.03.2015 10:36:13 | Gina Doe (su) 1030016 Appl\-c"aliun unlocked successfully for the user: su.
Session 02.03.2015 11:22:34 Gina Doe (su) 1030016 Application unlocked successfully for the user: su.
[ —

The contents of the matching entries in the "Results" table are not editable, and the

table cannot be sorted. It is possible to select a row and copy the content to the
clipboard using "CTRL" + "C".

Column Description

"Context" Context of the entry. Possible values are:

Installation
o User

e Session

e Profile

e Settings

e Cycler

e worklist

e Experiment

'Date & Time"  Date and time

"User" Name of the user logged in the audit trail
"Experiment" Name of the experiment logged in the audit trail
"Message ID" ID of the message

"Text" Text of the audit trail message

"Signed" Indication if the audit trail entry is signed or not
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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

"Re-usable Data" tab

Please refer to the plug-in specific manuals.

1.5.5.6 Configuration Environment

In the "Configuration" environment, the settings of Rotor-Gene AssayManager v2.1 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 6 different tabs.

£ Rotor-Gene AssayManager
Fie Help

Configuration environment is organized in six tabs

The following table shows the tabs and their assigned tasks.
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Tab Assigned tasks

b "Settings" e Define global settings
e Define local settings

F "User Management" e Add user
e Edit user data
e Modify user roles
e Change password
e Activate/deactivate user

b "Cycler Management" e Set up new cyclers
e Remove cyclers
e Enter next verification date

» "Archive Management e Activate/deactivate archives

} "Assay Profiles" e Activate/deactivate assay profiles
e Import assay profiles

b 'Report Profiles" e Create or adapt report profiles
e Import report profiles
e Export report profiles
e Delete report profiles
e Select content sections

Tasks related to the "Configuration" environment
¥ Administrative tasks

1.5.5.6.1 Settings

The "Settings" tab is divided in 2 sections:

e "Global Settings": Global settings are stored in the database. They are "global" for
all clients connected to the database.
e "Local Settings": Local settings are only applied to the currently used computer.
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Rotor-Gene AssayManager

O = Y

N Setup Approval Archive Service Configuration
Global Settings A
Local Settings
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 starting approval | Group box ‘hara
“Finish run)'

Global settings
Miscellaneous settings are defined in the global settings. These are bundled in 7

group boxes.
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Global Settings
Experiment A

EWork list

(O Use work list name:
(®) Select pattern

Format of generated experiment names
AS1_ASZ2 AS3 20110513_0420

User-definable section

E Assay profile short names
[ Date
[ Time

[ operator

Format of generated work list names
WL_20110513_0430_Operator

User-definable section

[

[ Date
[ Time

[ Operator

D Enable processing of unclear samples

[#] Enable checksum for LIMS import

Closed mode UDT mode
[ Material number required ] Material number required

[ alid expiry date required [ valid expiration date required
[ Lot number required [ Lot numbsr requirsd

Finish run m

EAna lysis | Approval

D Run has to be released before starting spproval

[ Releasze of run has to be

|:| Enable possibility to ignore invalid controls (UDT mode)
[ Release of test results has to be signed

Reporting

Cycler verification management

Page header image
No Image Configured

Report concluding image

No Image Configured

N XN

D Diisable unverified cyclers

E User management

Password renewal interval
(50 o
E Use CLIA compliant password rules

Auto-lock timer

minutss

Group box "worklist"

dEagas

Group box "Experiment"
Group box "Finish run"

Group box "Reporting"

Group box "Analysis/Approval"
Group box "Cycler verification management"

Group box "User management"
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Group box "Experiment"

The settings in the "Experiment" group box define the default naming scheme for
experiments. To apply a worklist, 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 v2.1 automatically generate a default name by clicking (PA) "Default
name". This default name can be configured in the "Experiment" group box.

[ Rotor-Gene AssayManager

File Help

»

Setup Approval

Summary

Experiment name

Defsult name 2

Experiment

(O Use work: list name
(8) Select pattemn

Format of generated experiment names

AS1_AS2_AS3_20110513_0430

A @

User-definable section

E Agzay profile short names
[#] Date
el Time

[] Operator

!
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Explanation

A-1 Activate "Use worklist name" to use the same name as given to the worklist
that is applied.

Activate "Select pattern” to define a specific naming scheme.

Display the current worklist name definition. This field is empty if "Use
worklist name" is selected. If "Select pattern" is selected, the resulting
experiment name is shown.

Example:
(@® Use work list nams © Use work list name
(O Select pattern ® Select patten

Format of generated experiment names
QIAGEN_20120217_0836

The experiment name is set to be the The resulting experiment name
same as the worklist name, hence the is displayed.
field is empty.

A-4 The scheme for the default name consists of 5 options:

e "User-definable section"

e "Assay profile short names"
e "Date"

e "Time"

e "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 v2.1 is delivered with the following default
settings:
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Format of generated experiment names

Exp_AS1_AS2_AS3 20120327_1359

User-definable section

Exp

E Aszay profile short names

[#] Date

[¥] Time

[] operator
The text in the field "Format of generated experiment names", here
Exo AST_AS2 AS3 20120327 1359 , results from the input in the "User-
definable section" Exp, the "Assay profile short names" AS1_AS2 AS3 , the
current date 20120327 , and the current time 1359.

Group box "Finish run"

Option to set

e If a user must release a run before the approval can be started.
e If a user must sign the run release by entering the password.

Finizh run

m—n Run has to be released before starting approwval

B —

Explanation

[ 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.
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@ Finish run

Position Mame Run status

. Cycler 1 Fun Successiul

Experiment name

QF Pat_20120425_1343

Errors during run

Comment

Release Release and go to approval g
| — | S—

. I

I
User must release experiment

[ B-2 | This option is available only if MMl 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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@ Finish run

Paosition Mame Run status

[ | Cycler 1 Run Successful

Experiment name

QF Pat_20120425_1334

Errors during run

Comment

Password

| <

| Releasze Release and go o 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 v2.1 provides 2 different options:

e Image in the header of every report page
e Image at the last page of the report
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The following graphic illustrates these options:

QlAGEN (1111
QIAGEN
QIAGEN

CTTTETTTTTT

[TTTTTTTTTTIT]
CTTTTTTTTTTT
0
0
o)
0
o)

The images must have one of the following formats:
e *bmp

* “ipg

* *.png

Reporting

Page header image

2
C-1 No image configured . %

Report concluding image

C-4 No image configured
Explanation
C-1 Displays a preview of the selected header image. If no image is selected,

the message "No image configured" is shown.
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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 (f<%¥X).
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 f&%l. 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 ¥
*hmp
" jog
*.png

(OFK] Remove a previously selected header image. After confirming a warning,
the image preview will be removed from field [&8l. 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
1. Click the pencil icon ([<%¥:H).
The file dialog opens.
2. Navigate to the directory with the image file and select it.
3. Click "OK".
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The selected image is loaded and displayed in (F&®H). 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
*Jjpa
*.png

C-6 Remove a previously selected finishing image. After confirming a

warning, the image preview will be removed from field [o®4. The text
"No image configured" is displayed.

Group box "worklist"

The "worklist" group box bundles various options concerning worklists, e.g., the
naming scheme for default names, requirements for material numbers, etc.

Work list
Format of generated work list names
WL_20110513_0430 Operator
User-definable section
| wL
[l Date
[l Time
[l Cperator
D Enable processing of unclear samples
:} [#] Enable checksum for LIMS import
Closed mode UDT mode
] Material number required [[] Material number required
m_ [[] valid expiry date required [[] 'walid expiry date required -m
[ Lot number required ] Lot number required
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Explanation

Displays the current default worklist name definition, as it results from the
selected options in [D¥A.

When the user manually creates a new worklist in the "Setup"
environment, a worklist name must be entered in the "Properties" step.
The user can either enter an arbitrary name in the "worklist name" field
(EM) or let the Rotor-Gene AssayManager v2.1 automatically generate a
default name by clicking the "Default name" () button.

-
% Rotor-Gene AssayManager ‘
W B IT

Filz Help

Approval Archive Service Configuration

Creat
Asszays Properties
Kiti ion Work list name
2

Waork list

The scheme for the default name can consist of up to 4 options:

e "User-definable section"
° IIDGfeII

e "Time"

e "Operator"

Activating the check box in front of the last 3 options includes these
information in the worklist name. The options are separated by a " "
character in the worklist 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 worklist name will always start with this
section.
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Rotor-Gene AssayManager v2.1 is delivered with the following default
settings:

Format of generated work list names

WL_20120327_1319

User-definable section

WL

[l Date

[] Time

] operator
The text in the field "Format of generated worklist names", here
WL 20120327 1319 , results from the input in the user-definable section
WL, the current date 20120327 , and the current time 1319.

[ D-3 If this check box is activated, samples flagged as "unclear" during sample
preparation or assay setup by QlAsymphony software 5.0 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 v2.1 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.

Note

The Rotor-Gene AssayManager v2.1 is only compatible with the results
files of the QlAsymphony software version 5.0.

[ D-4 | If activated, the checksum algorithm is applied for worklist import from a
LIMS. If not activated, Rotor-Gene AssayManager v2.1 does not verify the
checksum of a worklist to be imported from a LIMS.

[ D-5 | The options in [B¥A and [P refer to the creation of a new worklist. In
this first step of the worklist creation process, the user enters the number
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[ D-6 of test samples. Optionally, the user can enter the material number, kit
expiry date, and the lot number in the kit information dialog.
If the check boxes in front of the options in the worklist group box are
activated, the associated entries are mandatory during worklist setup. If
the check boxes are not activated, the associated entries are optional.
These options can be set independently for worklist setup in Closed
Mode (options in [B®Al) and UDT Mode (options in DY)

Note
For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

Group box "Analysis/approval”
These settings influence the "Approval" environment.

Analysis [ Approval

III D Enable possibility to ignore invalid controls (UDT mode)
- eleasze 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 "Set assay to be valid" check box in the "Approval"
environment of the UDT mode (which is deactivated by default) can be
activated.

The "Enable possibility to ignore invalid controls (UDT mode)" check box
has the following functionality:

e If an assay in UDT mode is invalid, it can be manually set to be valid by
checking the "Enable possibility to ignore invalid controls (UDT mode)"
check box. Using this functionality, individual external controls that were
evaluated as invalid by Rotor-Gene AssayManager v2.1 are excluded
from the analysis. The test sample results are set to valid. Invalid

guantitation standards will be excluded from standard curve calculation.
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e If the "Enable possibility to ignore invalid controls (UDT mode)" check
box is used for assay approval, this will be mentioned on the result
report.

Note

For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

I®A  Ifthe 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.

D 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
Report Profile Report Profile
[ Complete Report Content T ] [ Complete Report Content v l
Password
<« Password
field
Messages Mecsages
The once released data can't be reset. Enter your password to sign your
(550197) approval electronically. (550201)
The ence released data can't be reset.
(5501 97)
— |

User releases test samples simply The approver's password must be

by clicking "OK". entered before test samples are
released. The "OK" button is disabled
by default and will be activated once
the correct password is entered.
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Note

For the Gamma Plug-in, no user defined report profiles are applicable.
The experiment data which will be included in the report are pre-defined
by the assay.

Group box "Cycler verification management"

Cycler verification management

[[] Disable unverified cyclers

Explanation

IAE Rotor-Gene AssayManager v2.1 continuously checks the status of connected
cyclers concerning verification.

The option [M determines if cyclers with a verification status past due are
automatically disabled or not.

Activated If the verification of a cycler is already

Sieereestenmansgcnen expired, the cyclers' status is set to “Needs
verification”. This cycler is no longer
available for experiments.

Disable unverified cyclers

To enable a cycler again, a temperature
verification needs to be performed. An
administrator needs to enter a valid, future
“Next verification” date in the # "Edit cycler"
dialog.
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Position Cycler type

] RGQ MDx

Name Serial number

| Cycler 1 | ‘ onz101

Optical configuration Distribution channel
Bplex 255

Next verification Days until next verification
—— 22042015 =l 50

comment

Deactivated If the check box is deactivated, cyclers can be
| used for experiments even if the verification is
already expired.

Cycler verification

‘ [ Disable unverified cyclers

Group box "User management"
The settings in this group box influence the password renewal interval, password rules,
and the auto-lock timer.

User management

Password renewal interval
E Use CLIA compliant password rules

Auto-lock timer

minutes

Explanation

Defines the time interval for a renewal of user passwords. The value must be
in the range of 0-999 days.

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

1-259



Note: If the value is set to 0, the password never expires.
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 at least 8 and no more than 40
characters.

[€EXR 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.

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.
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H B B QE R

E =

H B EG&

Local Settings
Default data export directories

Report folder

| C\Users\Public\Documentz\QIAGEMN'Rotor-Gene AzsayhManager\Exporf\Reports Browse

[¥] Export results to LIMS

LIMS output folder

| C\Users\Public\Documents\QIAGEMRotor-Gene AssayManagerExporfiLIMS Erowse
Default data source directories
Assay profiles for assay development
| CAUsers\Public\Documents\QIAGEN\Rotor-Gene AssayManagenAssayProfiles Browse
Assay profiles for import
| CAUsers\Public\Documents\QLAGEN\Rotor-Gene AssayManagenimport\issayProfiles Browse
Assay profiles for export
| CUsers\Public\Documents\GIAGEN \Rotor-Gene AszsayhManager\Exporf\AszayProfiles Browse
Rotor-Gene experiment template files (.ref)
| CUsers\Public\Documents\QIAGEMN\Rotor-Gene AssayManager\import\ExperimentTemplates Browse
Rotor-Gene quantitation template files {.qut)
| ChUsers\Public\Documents\QIAGEMN\Rotor-Gene AssayManagerimportluantitationTemplates Browse
[] Load sample 10s from @S SP OE e import of IDs for unclear samples
| C Browse
Import Rotor-Gene AssayManager work lists
| CAUsers\Public\Documents\QLAGEN\Rotor-Gene AssayManagenimport\RotorGensAssayManage Browse
Import ClAsymphony work lists
| CAUsers\Public\Documents\QILAGEN\Rotor-Gene AssayManagenimportQlasymphonyWorklists Browse

[ Auto import of QlAsymphony work list (closed mode) [ Hic
| CoAUsers\Public\Documents\QIAGEN\R otor-Gene AssayMa Browse

el Import LIMS work lists
| CAUsers\Public\Documents\AIAGEMN \Rofor-Gene AssayManagerimport\LIMSWerklisis Browse
Experiments for import {closed mode)
| CAUsers\Public\Documents\IAGEM\Rofor-Gene AssayManagerimport\ExpenmentsforClosedMode Browse
Experiments for import {user defined test mode)
| CAUszers\Public\Documents\QIAGEM \Rofor-Gene Assayhanagerimport\ExperimentzforUDTMode Browse
Exported experiments {closed mode)
| CAUsers\Public\Documents\IAGEN\Rofor-Gene AssayManagenExporfiExperimentsforClosedMode Browse
Exported experiments {user defined test mode)
| ChUsers\Public\Documents\AIAGEM\Rofor-Gene AssayManagenExporf\ExperimentsforUDTMode Browse
Report profiles
| Chlsers\Public\Doc uments\QIAGEM\Rotor-Genes AssayManagenReporiProfiles Browse
Support packages
| CAUszers\Public\Documents\QIAGEM \Rofor-Gene AzsayhManager\SupportPackages Browse
Rotor-Gene experiments (.rex) for assay profile testing
| CAUsers\Public\Documents\IAGEN \Rofor-Gene AssayhManageriRexForissayTest Browse

Export
directories

| Source
directories
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Explanation

Target directory where reports generated in the "Approval" or "Archive"
environment are saved.

E1 Target 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.

Note

For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

B  Source directory for assay profiles to be imported into the Rotor-Gene
AssayManager v2.1 database via the "Assay Profiles" tab in the
"Configuration" environment.

BH  Source directory for assay profiles to be exported of the Rotor-Gene
AssayManager v2.1 database via the "Assay Profiles" tab in the
"Configuration" environment.

I3 Source directory for Rotor-Gene experiment template files (*.ret) used in the
"Development" environment of the UDT mode.

Note

For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

Source directory for Rotor-Gene quantitation template files (*.qut) used in the
"Development" environment of the UDT mode.
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Note

For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

IE]  Source directory for QlAsymphony sample IDs to be imported into the Rotor-
Gene AssayManager v2.1 with the option to import "unclear" sample IDs.

[¥#] Load sample |1Ds from QS 5P

Note

E| Enable import of IDs for unclear samples

The Rotor-Gene AssayManager v2.1 is only compatible with the results files
of the QlAsymphony software version 5.0.

Import Rotor-Gene AssayManager work lists

— |

Import Qlasymphony work lists

In the closed mode an auto
import of the QlAsymphony
software 5.0 worklist is possible
each minute. Error messages for
missing assay profiles can also

be hidden.

E Auto import of QlAsymphony work list (closed mode)

] Hide error messages for missing assay profiles

[#] Import LIMS work lisis

Rotor-Gene AssayManager v2.1 can
import worklists from other Rotor-
Gene AssayManager v2.1
installations, QIAsymphony software
version 5.0, and LIMS. The user can
select which of these 3 import options
shall be available by activating the
check boxes [l - I4.
The import type menu in the "Setup"
environment will be populated with
the selected import options
accordingly.

Import Type: [ Rotor-Gene Asss ¥ ]

QIAlINKILIMS
QlAsymphony
Rotor-Gene AssayManager

— i~

Source directory for closed mode experiments to be imported into the Rotor-
Gene AssayManager v2.1 database via the "Import experiments" function in
the "Archive" environment.

Source directory for user defined test mode experiments to be imported into
the Rotor-Gene AssayManager v2.1 database via the "Import experiments"
function in the "Archive" environment.

Destination for *.rex-files exported from the "Archive" environment (closed
mode).

Destination for *.rex-files exported from the "Archive" environment (user
defined test mode).
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Note

For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

Directory for importing and exporting report profiles.

Destination for support packages created from the "Approval" or "Archive"
environment.

Bd  Source directory for Rotor-Gene experiments (*rex-files) to be tested in the
"Development" environment of the UDT mode.

Note

For usage of the User Defined Test Mode (UDT mode) functionalities a
compatible UDT mode plug-in is required to be installed.

Tasks related to the "Settings" environment
¥ Managing cyclers

¥ Managing report profiles

» Creating/editing a worklist

P 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:
e 'Registered users" table
e Button bar
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Registered users

UseriD
v =doe
v =duerer
v boe
v cdos
v oce
v =doe
v fdoe
v gbolog
v | Winci
v mbouna
v rsenti

v su

Check box —

Show only acfivated user profiles

Operator
Operator
Approver
AssayDeveloper
Administrator
Administrator
Operator
Operator
Operator
Operstor

SuperUser

Registered
users table

NS HSTSHSESTSESESESES

I @ User Defined Test Mode

"Registered users" table
The "Registered users" table lists all user profiles already configured in Rotor-Gene
AssayManager v2.1. A user profile can be activated or deactivated. To display a
deactivated user profile in the table, the "Show only activated user profiles" check box
must be deactivated. The activation status of a user profile is displayed in the first
column of the table.

Gina Doe dl |

| Refreshiist ﬁ ‘[ Button Bar

Activated >
user

Deactivated
(|

user

User ID

adoe

aduerer

bdoe

Registered users

4 |First name

Andy
Albrecht
Bob
Cindy

Dean

Last name

Direr

Dwoe

Dwoe

Doe

Roles

Operator
Operator
Operator
Approver

AssayDeveloper

NNNNN

Edit user
utton
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Column Explanation

User status 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.
"User ID" Shows the user ID
"First name" Shows the user's first name
"Last name" Shows the user's last name
"Roles" 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 reles
AssayDeveloper, Operator
Operator
User with single role
"Edit user" The "Edit user" button opens the "Edit User" dialog where
button properties and settings can be modified for a user.
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First name Roles N
| John | ] Administrator
[ Approver
Last name
| — | [] sssayDeveloper
[ Cperatar
[¥] SuperlUser ——@
Password
‘Confirm password —
| Acfivats user
OK Cancel
H| il
Label/Title  Description
"First Maximum 50 characters
name" field
"Last Maximum 50 characters
name" 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 in combination 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
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IH  Activate
user" check
box

@ 'Messages"
box

"Roles"
selection
list

m IIO KII

button

0 'Cancel"
button

case characters, 2 lower case characters, 2
numerical characters, and 2 special
characters.

The password must be re-entered exactly in
the "Confirm password" field.

Activates or deactivates a user profile by
clicking this check box

[ ctivate 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 P 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.

1 "Newuser.." Thisbutton is always enabled.

Creates a new user profile. The following "Add user" dialog is

opened:
@ Add user

First name Roles

| | [ Administrator
[ &pprover

Last name

| | [] AssayDeveloper
[ Cperator

User ID [ Superiiser

Password

Confirm password

[l Activate user
Messages
A
Enter 2 walid first name (1-50 characters). (150040) @
Enter s walid last name (1-20 characters). (150041} v

)

Characteristics upon opening the dialog:

e All fields are initially empty
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e The following mandatory fields are colored in yellow:
* "First name"
* "Last name"
e "User ID™
* "Password
e The b Activate user check box is activated
e No role is selected
e "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.

o Activated () The new user profile is added to the
"Registered users" table and is
selected.

e Deactivated () 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
P Creating a user profile

» Changing user profile settings

b Activate/deactivate a user profile

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:
e "Registered Cyclers" table with 2 buttons for every cycler
* "Edit cycler" button
* 'Delete cycler" button
e "Verification comment for selected cycler" area
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Registered cyclers ‘

|Posiion | Name Serial number Optical i Nexi verificaii Cycler status Actions
Reg istered . [ ] Cycler 1 0112101 (RGQ MDx) | 6plex 22 04 2015 [50 dayis)] Ready

Cy.tglg": B (] — Cycler2 D409102 (RGQ) Splex 24.04 2015 [S52 day(s)] Ready

mE  Cycler3 1209103 (RGQ MDx) | Splex HRM 26.04.2015 [54 day(s)] Ready

| amam Cycler 4 1109104 (RGQ) Splex HRM 28.04.2015 [S6 day(s)] Ready ?
| | Edit cycler
Verification H st button
comment —| Delete cycler
areqa utton

"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 Serial number Optical configuration Next verification Cycler status Actions
EEEE | Cycler2 0409102 Splex 18.06.2012 [61 day(s)] Ready m
mmmm  Cyclerd 1109104 Splex HRM 22.06.2012 [65 day(s)] Ready m
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Column Explanation

"Position" A graphical illustration represents the configurable cyclers. The
current cycler position is indicated by a black square.

Example:

& &H &E

Cycler 1 Cycler 2 Cycler 3 Cycler 4

Position 1 =

Position 2 [

Paosition 3 ]

Position 4 ]

In the illustration above, the first and third cycler positions are not
registered. Their icons are inactive.

"Name" Name of a registered cycler.

Characteristics

e Must not be empty

e Must have 1-8 characters

e Must be unique within a Rotor-Gene AssayManager v2.1
installation

"Serial number" Serial number of a registered cycler.

Characteristics

¢ Must not be empty

e Must be unique within a Rotor-Gene AssayManager v2.1
installation

e 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 v2.1 and displayed in the "Optical configuration”
box. This box remains empty if no cycler with the entered serial
number is connected.
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Note: If the instrument is an RGQ MDx cycler the "MDx" symbol is
automatically added to the serial number and the corresponding
cycler symbol.

"Optical Optical configuration of a registered cycler.
configuration"

"Next Next temperature verification date and remaining days until that
verification" date.
Characteristics

e This field can be empty.

e If it is set to empty, the “Verification comment” text box is
disabled and its content is cleared.

e If the date is expired, the "Verification comment" text box is

disabled.

e |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.

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".
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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:

e Editing the cycler's properties
e Removing a cycler

Actions

— Disabled for
a nenregistered cyler
2] x|

Edit mler?l i emove cycler

R
button button

"Remove cycler" button

If the "Remove cycler" button is clicked, the following dialog will
be displayed and has to be confirmed with "OK" to remove a

cycler finally:

@ This cycler will be deleted.

Position Hame Serial mumber

[ | Cycler 3 1209103

"Edit cycler" button

If the "Edit cycler" button is clicked, the "Edit cycler" dialog will be

displayed.
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Position Cycler type

ALT
MName Serial number
=3 | cyeler 2 | | 0409102 |
Optical configuration Distribution channel
[8 soex 200 [H
MNext verification Days until next verification

oms & = "

Verification comment

E

Errare humanum est.

O Cance ™

=

H &2

HE 2@ @&

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.

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).

Text field to enter an optional verification comment.

Displays the cycler type. The field will be automatically
filled after serial number edition.

Serial number of the cycler. The field can be edited

Distribution channel of the cycler. The field cannot be
edited; it is read-only.
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I Displays the number of remaining days until the
verification date. The field cannot be edited.

Tasks related to the "Cycler Management" tab
¥ Adding a cycler

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.

Main Database

0O Main Database
Experiment Data —»
Last assay

Approval/ »
release fully released

process

Archive Database
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,

Y R

Archive Service

Filter options Assay selection
Start date End date fal \Expecient
[02022015 [ (02032015 » | 1| Experiment No. 43 UDT
Use advanced filter options » | [J| Experiment No. 43 UDT
[ Fiter assays » | [ Experiment No. 44 UDT
‘ O ‘ » | []| Experiment No. 48 UDT

e ——

A

@ User Defined Test

Only archives
activated

in the Archive
management
are used to

search for seese El I T {}Q

assays

,

File Help

Archive Service Configuration

Archive Management

Archive management

Name a Time period

Archive No.001 from 23.02.2015- 2:12

Characteristics of an archive database
¢ An archive database covers a certain time span that is defined by the date of the
first and the last audit trail message stored in the database.

Archive Management

MName a |Time period

[ | Archive No.001 me 19.04.2008 - 19:30 to 31.12.2003 - 19:1?'

|
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
e Button bar

-
# ' Rotor-Gene AssayManager
File Help
Setlings 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 - 19:17
ACilvuted ————E Archive No.002 from 01.01.2009 - 18:30 to 01.06 2009 - 20-17
archive .
E Archive No.003 from 01.06.2009 - 20:17 fo 31.12.2009 - 17:12 LISi Of cUrren'ﬂy
e)ﬂshng archive
IEIAICh'we Ho.004 from 01.01.2010 - 12:30 fo 27.12.2010 - 20:02 d010b0535
Deuc‘hvci.ed —-‘D Archive No.00% from 03.01.2011 - 10:05 to 29.12.2011 - 15:34
archive
Archive No.006 from 01.01.2012 - 08:1
Check box
Refresh List E 1 Button bar
! B Closed Mode

"Archive Management" table
The "Archive Management" table lists all currently existing archive databases.

Column Explanation

Check box A check box column indicates if an archive database is currently
active or inactive. Only active archive databases will be browsed
for experiment data searched from the "Archive" environment.
Deactivated databases will not be included in a search. In addition,
audit trail messages related to the archived experiments will not be
shown in the "Service" environment if the dedicated archive
database is deactivated.
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Activated (k) ¢ The corresponding archive database will be
browsed for experiment data when searched
from the "Archive" environment.

e Audit trail messages related to the
experiments stored in the corresponding
archive database can be found in the
"Service" environment.

Deactivated (LJ) e The corresponding archive database will
not be browsed for experiment data when
searched from the "Archive" environment.

e Audit trail messages related to the
experiments stored in this database and
other audit trail messages in the time span
of the database cannot be found in the
"Service" environment.

"Name" Name of the archive database.

'"Time period" Time period covering all experiments in the archive.

Start date  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 ]M
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. User defined assay profiles have to be imported into the
database within this tab to be accessible for experiment setup.

Note

Only assay profiles compatible to Rotor-Gene AssayManager v2.1 can be
imported.

Example:

The following screenshot shows an example where an assay profile "Rotor-Gene SYBR®
Green PCR Demo Kit" exists in 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 v).
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Rotor-Gene 5YBR Green PCR Demo Kit
" | Rotor-Gene SYBR Green PCR Demo Kit

The "Assay Profiles" tab consists of 2 parts:
e "Assay profiles management" table

e Button bar

List of available
assay profiles ]

1~ Rotor-Gene AssayManager

File Help

3.0.0
2.0.0

Configuration

SYBR
SYBR

o[efefefe]e]e]e]e[e]e]e]¢]]¢][0]¢]e] <[]

"Assay profiles management" table

Assay profiles management

Name

2PlexEPlexAP UDT

2PlexAP UDT

2PlexHRMAP UDT
SPlextPlexAP UDT
SPlexHRMAP UDT
ACC_SParamsCheck1 UDT
ACC_SParamsCheck2 UDT
ACC_CycGroup_CG11 UDT
ACC_CycGroup_CG12 UDT
ACC_CycGroup_CG2 UDT
ACC_Exchusiveloading1 UDT
ACC_Exclusiveloading2 UDT
ACC_OptConf_2P2PMSP UDT
ACC_OptConf_2PMSPSPM UDT
ACC_OptConf_SPMEP UDT
ACC_OpiConf_Unrestricted1 UDT
ACC_OptConf_Unrestricted2 UDT
ACC_Rotor36W72W UDT
ACC_Rotor72D100D UDT
ACC_Rotor72W72D UDT

? Show only active profile versions

& Version
231
231
231
231
231
231
231
231
231
231
231
231
231
231
231
231
231
231
231
231

| Refresh list Deactivate Activate Export

Short name
MY
CMy
My
CMy
MY
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC
ACC

Plug-in type and version

UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....

UDTBasic 2 0.0 UserDefin

UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin....
UDTBasic 2.0.0 UserDefin...
UDTBasic 2.0.0 UserDefin....

UDTBasic 2.0.0 UserDefin

Creation date

23.02.2015 15:14:23
23022015 151423
23022015 15:14:23
23.02.2015 151423
23022015 15:14:23
23.02.2015 15:14:23
23022015 1571423
23.02.2015 15:14:23
23.02.20151514:23
23.02.2015 15:14:23
23022015 1511423
23.02.2015 15:14:23
23022015 1511423
23.02.2015 15:14:23
23.02.2015 151423
23022015 15:14:23
23022015 15:14:23
23022015 15:14:23
23022015 15:14:23
23.0220151511423 ¥

»

=S

|
Check box

Button bar

The "Assay profile management" table lists all available assay profiles, i.e., all assay
profiles stored in the current Rotor-Gene AssayManager v2.1 installation. Every assay
profile is displayed in a separate row. The table is sortable: Clicking the
corresponding column header will sort the table according to the selected column. A
row in the header of the corresponding column indicates the sorting column (a icon

for ascending order, = icon for descending order).
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Assay profiles management

Name a Version Short name Plug-in type and version Creation date
" | QuantiFast Pathogen PCR +IC 200 QF Pat UDTBasic 0.8.5 UserDefi... |23.03.2012 17:00:52
+ | Rotor-Gene SYBR Green PCR Demo Kit 3.0.0 SYBR UDTBasic 0.8.5 UserDefi... |23.03.2012 16:54:04
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.

D Show only active profile versions
If activated Only activated assay profiles are shown; deactivated assay
profiles are hidden.

If deactivated [~ Both activated and deactivated assay profiles are shown.

Column Explanation

Status Status of the assay profile.

Deactivated assay profile
Expired assay profile

v Activated assay profile

Note

In case that Rotor-Gene AssayManager v2.1 has been updated
from an older version, there are also deactivated (expired)
assay profiles. It is not possible to activated them.

"Name" Name of the assay profile.

"Version" Version number of the assay profile.

"Short name" Short name of the assay profile.

"Plug-in type Plug-in type and version the assay profile was created with.

and version"

"Creation date"  Creation date of the assay profile.
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Button bar

B D E|
[ Refresh list ] Deactivate m m m

Label/Title Description
'Refresh list"  Updates the list of all available assay profiles.

Il  '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 ACC_Rotor36W72W UDT in
version 2.3.1 will be deactivated. (820015)

mw_

e If the check box "Show only active profile versions" is
deactivated, the deactivated assay profile is listed in the
table with an icon in its status column.

e If 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 (v).

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.

1 “Export.." Exports an assay profile (file extension *.iap). A dialog is
opened to select the destination directory and a file name.
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The selected assay profile will be exported accordingly.

H  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 worklists in the "Setup" environment.

File Help

User C Archive Assay Profiles Report Profiles

Assay profiles management

Name |Version |Shortname |Plug-in type and version Creation date N
Testl 231 Testl UDTBasic 2.0.0 UserDefin... | 27.11.2014 11:10:54
+ | therascreen EGFR RGQ PCR CE UDT 231 EGFR UDTBasic 2.0.0 UserDefin... | 23.02.2015 15:14:24
231

therascreen KRAS RGQ PCR UDT KRAS UDTBasic 2.0.0 UserDefin__ | 23.02 2015 15:14:23

v

D Show only active profile versions Refresh list ] Deacfivate Activate Export
. (P ==
ASSGY. proflle_ £ Rotor-Gene AssayManager |
deactivated in Fie Help

the Configuration
environment

¥ Manually created work lists

Unprocessed | Processed
| Work list name a #samp. Assay profiles Rotor type Actions Apply | a4
S| » | [ | therascreen KRAS RGQ PCR UDT 2|KRAS 36-Well Rotor 7] x |
»|[@] therascreen kRAS ReQ PCR UDT 7|KRAS 72-Well Rotor HE

Consequence in the Setup environment: ) .
Work lists containing the deactivated assay profile are displayed
with a warning icon (lill) and cannot be applied (H).

If an assay profile is deactivated in the "Configuration" environment, worklists in the
"Setup" environment containing this assay profile cannot be applied anymore.
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Tasks related to the "Assay Profiles" tab
P Activating/deactivating an assay profile
P Importing/exporting an assay profile

1.5.5.6.6 Report Profiles

A report containing various data about an experiment can be generated by Rotor-
Gene AssayManager v2.1 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

ReponRgenergieril_l 8
Various experiment data, using Report Frofile

separated into eight categories
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Report profiles are stored in the internal database. Report profiles can be exported to
and imported from other Rotor-Gene AssayManager v2.1 installations. The default
export and import directories for report profiles can be configured in the "Settings" tab
of the "Configuration" environment.

oo O

File Help

Local Settings

Default data export di ies

Report folder

| CAUszers\Public\DecumentsiQIAGEN \Rotor-Gene AssayhManagenExporfiReports | Browse ]
Note

QIAGEN specific report profiles cannot be copied or exported.

The "Report Profiles" screen consists of 3 elements:
e "Report profiles" menu

e Button bar

e "Content selection" area

pr—rer =S TR

Report
profiles ||| [ewmeporerone Qoo L e ] o) |

menu

| Button
bar

Content selection Options

Asszay information
RGQ Run information

Upstream process details

EEEEER

Coni_eni [] External control results
selection
Test sample resulis

Flags and upstream messages

Bl Graphics

A Audit Trsil
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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.

[ *MewReportProfile Y ]

*MewReportProfile
Complete Report Content
Mo Graph, Mo Audit frail
Several Options Desslected
Only mandatory fields

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.

Rotor-Gene AssayManager v2.1 Core Application User Manual 05/2019 1-288



@ Confirmation

This report profile will be deleted. (870011)

Clicking "OK" removes the report profile from the internal
database.

IH  'Saveas.."  Savesthe configured report profile. The following dialog is
opened:

|28 [~ Deliver as read-only version to customers

)
~ B

(E-1 Field to enter a name for the report profile file.

| E-2| Saves the report file in the internal database
using the name entered in field [Z%N.

[ E-3 | 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:

e "Assay Information"

¢ '"RGQ Run information"

e "Upstream process details"

e "External control results"

e 'Test sample results"

¢ 'Flags and upstream messages"
e "Graphics"

e "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 - i Rotor-Gene AssayManager -
File Help File Help
¥ B T &
Approval Archive Service Configuration
Report profile Repart profile
[ Complete Report Content QA vewprotie W impor [ Complete Report Content QA Veworoie " import
Content selection Content selection Options
Assay information - Assay infarmation Raw data
Cllckll‘lg one of the . [¥] Processed data
RGQ Run information elghf major content Op+I0n5 RGQ Run information [ Standard curves)
reveals further options
Upstream process details Upstream process details
Extemal contrel results Extemnal control results
Test sample results. Test sample results
Flags and upstream messages Flags and upstream messages
e sreprice m
[ Awdit Trail [ Awadit Trail
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Some of the options for external controls and test samples (ID or position for example)
are mandatory fields and cannot be deselected. These are always activated. All
content options in the "Audit trail" major category are also mandatory and cannot be
deselected.

Content selection Options

Assay information Table columns

RGQ Run inf ti - .
un fmormatian Deactivated option:

mandatory, cannot be

Upstream process defails

deselecte
Extemnal control results
[¥] Comment
FI pd 1
mgs and upstream messages A Gt vake ChECk bOXES'. '
EGraphics E Plug-in specific informﬁli; ggh;giggeachvafe
[#] Audit Trail
Content selection Options

Assay information . .

Audit trail: )

RGQ Run information Mandatory entries,
cannot be deselected

Upstream process defails

Extemnal control results

Test sample results

Flags and upsiream messages

EA Graphics

Tasks related to the report profiles tab
b Creating a new report profile

P Importing/exporting a report profile

P Deleting a report profile

1.5.6 General Work Flow

The following graphic summarizes the work flow in Rotor-Gene AssayManager v2.1.
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[ 1]
1]

= Logging in
[Clased Mode
UDT Mode )

\ = Importing a work list

- Rotor-Gene AssayManager
- ClAsymphony
- QAlNK/LIMS

= Creating a work list
\- R

= Applying a work list
S Starting a run

A
-" R
* Real-time PCR
# Finishing a run
* Releasing a run
« Automatic sample
| result analysis Y,
Closed Mode [ UDT Mode
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L

= Approving a run

- Experiment data check
» Manual review of test

sample results

+ Approval of test

sample results

W

- Data release and

report generation

= Approving a run

1. Approve external
control results

- Experiment data check
= Manual check for ampli-

fication curve anomalies

= Manual review of exter-

nal control results

= Approval of external

control resulis

LN

2. Approve test
sample results

= Manual check for ampli-

fication curve anomalies

= Manual review of test

sample results
ey

= Approval of test sample

resulis

Y

* Data release and re-

paort generation

After successful approval, experiment
data are transferred to the archive

= Searching for
experimants

'
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Note
For usage of the User Defined Test Mode (UDT mode) functionalities a compatible
UDT mode plug-in is required to be installed.

Note
The Rotor-Gene AssayManager v2.1 is only compatible with the results files of the
QIAsymphony software version 5.0.

1.5.7 Plug-in Concept

Rotor-Gene AssayManager v2.1 is a versatile application with a plug-in architecture.
With every plug-in the number of supported assays can be extended.

The general work flow is provided by the core application and its frame work. The
work flow for specific assays — including analysis — is provided by plug-ins. Plug-ins
cover the control of the following tasks:

e Processing of acquired data

¢ Analysis algorithms
e Presentation of results (GUI layout of the approval work flow)

e Layout and structure of report contents
e Output to LIMS
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The following graphic illustrates the plug-in concept:

Core application

| Sfarting __ Acquining
arun gata

F
I

AssayManager
L "

Archive

1.6 Using Rotor-Gene AssayManager v2.1

Data
analysis

l

Approval
process

l

Report
creation

The work flow in Rotor-Gene AssayManager v2.1 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.

» Logging in and logging out
P Locking and unlocking

P Setting up a run

b Starting a run

¥ Finishing and releasing a run
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¥ Approving a run

P Working with reports

¥ Working with aud

it trails

The following graphic gives an overview of the work flow in Rotor-Gene
AssayManager v2.1:

[ |
I

«Logging in

= Crealing a work
= Starting a run
..

list = Approving and
releasing samples
=

= Searching for
experiments

\

-

= Finishing and re-

1.6.1.1 Logging

All user interactions in Rotor-Gene AssayManager v2.1 are assigned to a specific user.
Therefore, every user must be authenticated using a specific user ID and password.
Before leaving the computer, a user is advised to lock the application or to log out.

Step-by-step procedure to log in to Rotor-Gene AssayManager v2.1

leasing a run

_J k/
=,

In and Logging Out
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1. Launch Rotor-Gene AssayManager v2.1,
or
if a user has logged out from a previously launched session, select "Log in" (IN)
from the main menu.

7 Rotor-Gene AssayManager

“hange password

Service login

Exxit

The login screen is shown.

- ™
essse Rotor-Gene AssayManager
asese
QIAGEN
User ID

[ | |
Password
.Mode
| Closed v
=S 3

E g

2. Enter the user ID in "User ID" field (IEX).

3. Enter the password in the "Password" field ([ell).

4. Select Closed or User Defined Test  from the "Mode" menu (IBX).
5. Click "OK" (iH).
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Note

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

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
worklists" screen

Approver "Approval" environment Filter assays
screen

Assay developer (if Closed Mode is

selected)

Assay developer

(if UDT mode is selected)

Administrator

SuperUser

The selected mode is indicated at the bottom left of the screen:

I @ Closed Mode - I l'i'l User Defined Test Mode I
or

"Configuration"
environment

'Development"
environment

"Configuration"
environment

"Configuration"
environment

"Report Profiles"
tab

Assay profile
step

'Settings" tab

"Settings" tab

Step-by-step procedure for logging out of Rotor-Gene AssayManager v2.1
The user can choose between 2 alternative methods to log out: The user can either
use the log out command in the main menu or the log out button in the status bar.
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1. Click "Log out" (IN) in the main menu,

% Rotor-Gene AssayManager .

or

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:
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@ Unsaved Data

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

Unsaved Data in:

Configuration'System Settings

List of environments
with unsaved data

-_

Otherwise a standard confirmation log out dialog is shown:

@ 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.
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[ Rotor-Gene AssayManager =[=] = |

Rotor-Gene AssayManager
asese
QIAGEN

User ID

User Defined Test | ¥ |

Note

If a user logs out, active cyclers will continue.

Related topics

¥ Managing users

» Modes in Rotor-Gene AssayManager v2.1
P Session management

» Main toolbar

b 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 v2.1
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1. Click "Lock" in the main menu.

&
v Rotor-Gene AssayManager .

Change password

Semvice login

Exxit

* If 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 jdoe.
Click Unlkock to enter the pazsword or click Mew
Session 0 log in as a different user.

——— e

* |funsaved data exist, an "Unsaved Data" dialog is shown with a list of all
environments containing unsaved data.
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@ Unsaved Data

@ The application will be locked. There are
unsaved dats.

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

Unsaved Data in:

Configuration'Systemn Setlings

2. Confirming by clicking "OK" locks the application. The dialog above is shown.

Step-by-step procedure to unlock Rotor-Gene AssayManager v2.1
Precondition is that the application was locked before. The following screen is shown:
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il Rotor-Gene AssayManager

£

Cycler 1

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 log 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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[ Rotor-Gene AssayManager

Unlock application
(User Defined Test Mode)

® Enter your psssword fo 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 iz staried the unsaved data will be lost. -

Login

Password

Ok an-c.

Related topics
¥ Managing users
b Session management

1.6.1.3 Setting up a Run

Overview

A worklist is used to define an experiment, i.e., which assays shall be applied, their
order, the number of samples, etc.

All tasks related to worklists are carried out in the "Setup" environment.

-

i* Rotor-Gene AssayManager

File Help

» ¥ B IT e

Setup Approval Archive Se Configuration
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Tasks related to worklists

» Creating/editing a worklist
¥ Importing a worklist

» Duplicating a worklist

P Exporting a worklist

» Deleting a worklist

Note
Use only assay kits with the same lot number for setting up an assay.

1.6.1.3.1 Creating/Editing a Worklist

Overview

worklists combine one or more assay profiles that are intended to run in an
experiment. The user creates a worklist 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 worklist, each
individual sample has to get an ID. Finally, the user defines the name of the worklist,
sets its properties, and saves the worklist. The user can save an unfinished worklist at
any time and continue with the definition later.

A worklist is created and imported in the "Setup" environment (IM). This environment
automatically appears on login for users with the role of an operator. Initially, the
"Available worklists" screen is shown with a list of all manually created worklists (further
subdivided into "Unprocessed" and "Processed" worklist), and a list with all
automatically generated and available worklists on the system. Clicking the "New
manual worklist" button (IE) at the bottom right of the screen changes to the "Create
new worklist" screen where the new worklist is set up.
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!F =)
 Rotor-Gene AssayManager . - - B =

File Help

=

Available work lists | Manage or apply work lists

v Manually created work lists

Unprocessed Processed
Work list name a |#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply | a
b 2Plex6PIExAP UDT 2| CMY, CMV Rotor-Disc 100 50 pl | fdoe 05.12.2011 D6-00:00 B ﬁ 0
» 2PlexAP UDT 66| CMV 72-Well Rotor 50 i | ddoe 13.12.2011 15:00.00 EEHE
C

[ Refreshist |

T ) —— B

The "Create new worklist" screen comprises 4 different steps:

[Z Rotor-Gene AssayManager

File= Help

» Y B

Setup Approval Archive e Configuration

Create work list | S

Available assay profiles
Assay profile name & Vers... Req. P...
]| «itinformation AP AP udt 231 6 |
AP AP3 udt 231 &
Samples AP AP4 udt 231 &
I Q5 _AS Import_udt_2_Active_OK 231 5
Q5 _AS Import_wdt 6 _Active no_ma... | 231 =1
#] | Properties
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Name Description

"Assays" Select or enter the following data:

e One (or multiple, compatible) assay profile(s)

¢ Rotor type

¢ Reaction volume

e Number of samples

e Chose if new strip tubes shall be used (option for multi-
assays)

B "Kit Scan or enter the kit information manually. The kit
information" information contains following data:

e Kit bar code

e Material number
e Kit expiration date
e Lot number

"Samples" The assay setup is displayed as defined in the assay profile.
Enter IDs for each test sample. Optionally add a comment.
Line colors and line styles for amplification curves can be
adapted.
The order of the samples cannot be changed. The order is
defined by the assay profile and the order of different assay
profiles selected in the "Assays" step, if applicable.

D | "Properties"  The creation of a worklist process is finalized by activating 2
different options:

e "worklist is editable"
e "worklist is complete (can be applied)"

Note

e Unsaved changes will not be lost if the user changes to another environment.

e The "Setup" environment is not a wizard, i.e., the steps do not need to be followed
in a specific order.

e A new worklist can be saved in an uncompleted state. It is sufficient that at least a
valid worklist name is provided.
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Step-by-step procedure to create a new worklist
Creating a new worklist comprises 6 steps:

Create a new, empty worklist.

Add one (or multiple) assay profile(s) to the worklist ("Assays" step).
Scan or enter the kit information

Assign sample IDs ("Samples" step).

Define the properties of the worklist ("Properties" step).

Save the worklist.

U

Step 1: Create a new, empty worklist

a) Ifitis not active yet, change to the "Setup" environment by clicking the "Setup" icon
in the main toolbar (IN).

 Rotor Gene AssayManager TS, . | o

File Help

asese
QIAGE

o
Cycler 3

Available work lists | Manage or apply work lists

b) Click the "New manual worklist" button ([IE¥) at the bottom right of the screen.

The "Create worklist" screen is opened. The "Assays" step marker is activated, as
indicated in dark yellow.

¥ Manually created work lists
Unprocessed Processed
Work list name a |#samp... [Assay profiles Rotor type Volume | Author Creation date Actions Apply | a
» 2PlexBPlexAP UDT 2| oMy, oMy Rotor.Disc 100 5D i fdos 05.12.2011 06:00:00 [ I L]
» 2RlexAP UDT 86| CMy 72.Well Rotor 50 il | ddos 13.12.2011 15:00:00 [ I
ected | [ Refresh list
——————————— r N -
(2 m—— import type: | QIAINKILIMS v m New manust work st | [,l
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7 Rotor-Gene AssayManager [=[=2] =

File Help

Create work list | Select assay profiles and define assay details

Available assay profiles Selected assay profiles

Assay profile name a Vers.. [Req P |a Assay profile name Short name Vers... Req.P.. #sam.. [New strip tube
Kit information 2PlexEPlexAP UDT 231 6

2PlexAP UDT 231 L]
F—r 2PlexHRMAP UDT 231 &

SPlexEPlexAP UDT 231 6

SPlexHRMAP UDT 2341 ]
Properties ACC_SParamsChecki UDT 231 3

ACC_SParamsCheck2 UDT 231 3

AGC_GytGroup_GG11 UDT 231 3

ACC_CycGroup_CG12 UDT 234 3

ACC_CyeGroup_CG2 UDT 231 3

ACC_ExtlusiveLoadingl UDT 231 3

ACC_Exclusiveloading2 UDT 231 3

ACC_OptConf_2P2PMSP UDT 231 3

ACC_OptConf_2PMSPSPM UDT 231 3 AV

ACC_OptConf_Unrestricted1 UDT 231 3

ACC_OptConf_Unrestricted2 UDT 234 3

ACC_Rotor36W72W UDT 231 L Messages

Free E“"“W“ The turrent work list does not contain an assay profile, Add an assay profile. (470014)
Print work list Export Save and close Reset Save ﬁ

- @ Closed Mode GraDoe [

Step 2: Add one (or multiple) assay profile(s) to the worklist ("Assays" step)

In this step, the user adds one or multiple compatible assays to the worklist. 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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il Rotor-Gene AssayManager

(== = ]

File Help

Vg o] = = = =
» v B OIT w d= @ & &

Setup | Approval  Archive  Service  Configuration Cycler 1 Cycler 2 Cycler 3 Cycler 4

D Create work list | Select assay profiles and define assay details

Assays > Available assay profiles E Selected assay profiles

Assay profile name aVers_ [Req P [ & Assay profile name Short name Vers_. |Req.P_. |#sam__ |New strip tube
Kit information 2Plex6PlexAP UDT 231 6 ll | |

2PlexAP UDT 231 6 [
Samples 2PlexHRMAP UDT 231 8 Required user entries

SPlexGPlexAP UDT 231 6

SPlexHRMAP UDT 234 [}
Properties ACC_SParamsChecki UDT 231] 3

ACC_SParamsCheck2 UDT 231 3

ACC_CycGroup_CG11 UDT 231 3

ACC_CyeGroup_CG12 UDT 231 3

ACC_CycGroup_CG2 UDT 234 3

ACC_ExclusiveLoading? UDT 231 3

ACC_Exclusiveloading2 UDT 231 3

ACC_OptConf_2P2PMSP UDT 231 3

AGGC_OptGonf_2PM5SPSPM UDT 231 3

ACC_OptConf_Unrestricted1 UDT 231 5

ACG_OptConf_Unrestricted2 UDT 231 3

Messages
ACC_Rotor36Wr2w UDT 231 3 v
Free positions The current work list does not contain an assay profile. Add an assay profile. (470014)
[}
Print work list... Export Save and close Reset Save W

_ & Closed Mode

Gina Doe - Ij

a) In the "Available assay profiles" table [{3¥) click the assay you want to be included
in the "Selected assay profiles" table ([3). 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" (I#l) and "Volume" (fell) drop-down menus may be
colored in yellow to indicate a mandatory entry.

b)
Note

The check box "Show only compatible assay profiles" (lfll) 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.

c) Click the "Rotor type" drop-down menu ([l to select the rotor type that will be
used.
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Note

Assay profiles that require more tube positions than available on the selected
rotor are grayed out in the table.

d) Click the "Volume" drop-down menu (fell) to select the reaction volume that will be

used.
The "Add assay to worklist" (llll) button is set to active.

Click the "Add assay to worklist" () 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", "Required Position") are populated with data from the assay
profile.

The "New strip tube" option can be activated manually for multi-assay usage. If a
second assay is selected, the user has the option to start the new assay in a new 4-
strip tube.

Note

If only one assay is selected, the option "New strip tube" is automatically
selected.

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.

Step 3: Scan or enter kit information
In this step, the material number, kit expiration date and the lot number can either be
entered manually or by scanning the kit bar code.

¢ Alternative 1: Manual entry of material number, kit expiration date, and lot number
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Select the option "Enter kit information manually" and enter the material number,
the kit expiration date, and the lot number. Use the date picker (E) to enter the
date using an interactive calendar.

e Alternative 2 (for QIAGEN kits only): Automatic entry of material number, kit
expiration date, and lot number by scanning the kit bar code

Click on "Use kit bar code" icon and scan the QIAGEN kit bar code.

(&) Use kit bar code

(C) Enter kit information manuailly
Kit information

Kit bar code

Material number Kit expiry date

Lot number

Note

The document only describes the general functionality of the "Scan or enter kit
information" dialog. For detailed information refer to the corresponding plug-in
user manual.

Note

If you run out of chemicals and need a new kit box, use only assay kits with the
same lot number for setting up an assay.

Repeat steps 2 and 3 for all other assay profiles you want to be
included in the worklist.
Note

Incompatible assay profiles cannot be selected. These are disabled and grayed
out by Rotor-Gene AssayManager.
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Hint
To remove an assay profile from the worklist:
1. Click the assay profile in the "Selected assay profiles" table.

The name is marked and the "Remove selected assay from worklist" button &
activated.
2. Click the "Remove selected assay from worklist" button.

The following confirmation dialog is displayed:

@ Delete assay from work list

The assay profile QuantiFast Pathogen PCR
+IC will be deleted from the work list.
(470001)

3. Click "OK"to remove the assay profile from the worklist. Click "Cancel" to close
the dialog without removing the assay profile from the worklist.

Step 4: Assign sample IDs to assay profiles ("Samples" step)

WARNING Do not enter patient specific data into the sample ID

YA

In the previous step (‘Assays") one or multiple, compatible assays were added to the
worklist. The number of test samples was defined in the "# samples" field of the
selected assay profiles table. The position and quantity of external controls, such as
guantitation 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
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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)

b

—

Change to the "Samples" step by clicking "Samples" (M) in the step bar.

iy or-Gene Assayivianager &

File Help

Create work list | Edit samples
Assays Sample details
Pos. Style | Sample ID Status | Sampie type Targets Assay Sample comment
Kit information . 1| ™ Quantification Standard 1 Qs CMV Test Target, .. CMV 35
» 2\ ~ Quantification Standard 2 Qs CMY Test Target,... CMV 35 N
Samples > ) " Quantification Standard 3 Qs CMV Test Target,.. CMV 35 N
e 40 ™ Quantificafion Standard 4 Qs CMV Test Target, .. CMV 35
Properties . 5|l =" Negstive Confrol NTC MV Test Target, .. CMV 35
» Gl ) y 7 Test CMV Test Target,... CMV 35 N
» 77— 7 Test CMV Test Target,... CMV 35 h
e BN ) ~ Quantification Standard 1 Qs CMV Test Target, ... CMV 35
. ol " Quantification Standard 2 Qs CMV Test Target, .. CMV 35
y 10N ~ Quantification Standard 3 Qs CMV Test Target,... CMV 35 N
N ~ Quantification Standard 4 Qs CMV Test Target,... CMV 35 h
e 12| W —"| Negative Control NTC CMV Test Target, .. CMV 35
v 13— b Test MV Test Target, .. CMV 35
NERTY | y 7 Test CMV Test Target,... CMV 35 N
v 15| — 7 Test CMV Test Target,... CMV 35 h

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.

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.

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 style icon of the corresponding row (feY). A line style
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palette is opened.

Click a style to select it.

d) Enter an ID into the ID field ([ll) 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 "Sample comment" field (fell). The comment
must not exceed 256 characters.

Step 5: Define the properties of the worklist ("Properties" step).

This screen is intended to enter the worklist name and to review information about
when it was created, modified, and last applied. The user can also specify if a worklist
can be edited or applied.

a) Change to the "Properties” step by clicking the "Properties" step marker (I[¥).
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-

(& Rotor-Gene AssayManager

File Help

Setup Approval Archive 5

» - B IT

o

Configuration

Create v

Assays Properties

L ) Woaork list name
Kit information

Samples

Work list

U]

Created
Last modified

Last applied

External order ID

Default name E

b) Enter the desired worklist name into the "worklist name" field (). To let Rotor-
Gene AssayManager v2.1 automatically generate a worklist name, click "Default
name" (). Rotor-Gene AssayManager v2.1 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 worklist as being Activate check box
editable

[#] iz editable

Explanation

The worklist can be
edited, i.e., modified,
later. If this option is
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To Do this Explanation

deactivated, the worklist
cannot be changed.

Mark a worklist as being Activate check box If the "is applicable"
option is deactivated, the

applicable m

[#] weork list is complete (can be applied) WO rkl isf can nOT be

applied. To start a run,

this option must be
activated.

Note
The field "External order ID" is optional.

Step 6: Finish creating the worklist

Finish creating a worklist by clicking one of the buttons in the button bar:

=) s [N S Ry F—
To Click
Print the worklist to PDF after having saved the worklist [ Print work list.__ ]
Export the worklist to a folder after having saved the [ Export ]

worklist

Save the worklist and go back to the start screen of the
"Setup" environment.

Cancel your entries and set properties to default
Save the worklist
Cancel your entries

Apply your worklist

Related topics
» Managing assay profiles
» Managing cyclers

Il
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} Entering data
F Using colors
P 'Setup" environment

1.6.1.3.2 Importing a Worklist

Importing a worklist is a function used either to exchange worklists between different
Rotor-Gene AssayManager v2.1 installations or to import worklists from an upstream
laboratory device (for example a LIMS or QlAsymphony). For the QlAsymphony
software version 5.0 worklist an automatic import functionality can be configured (see
b Step-by-step procedure to configure an automatic worklist import).

Note

The Rotor-Gene AssayManager v2.1 is only compatible with the results files of the
QIAsymphony software version 5.0.

The import command is placed in the "Setup" environment (IN) and consists of 2
elements:

e Adrop-down menu ([E1) to select the source of the file
e The "Import" button (@) for manual import

fiv Rotor-Gene AssayManager | o &) & ‘

File Help

» v H IT L

Setup Approval  Archive Configuration

Available work lists | Manage or apply work lists

¥/ Manually created work lists

Unprocessed Processed
Work list name. a|#samp . |Assay profiles Rotor type Volume | Author Creation date Actions Apply |4
v 2PlexEPlexAP UDT 2| oMy, cMy Rator-Disc 100 50 i | fdoe 05.12.2071 0B:00:00 = EHE e
» 2PlextP UDT 86| CMV 72-Well Rotor 50 ul | ddoe 13.12.2011 15:00.00 =] B O
s 2PlexHRMAP UDT 86| CMV 72-Well Rotor 50 il |su 1012 201 12:00:00 EEE
5 SPlexHRMAP UDT 66| CMV 72.Well Rotor 50 l | adoe 16.12.2011 18:00.00
v

e | —

Delete selected Refresh list

w Automatically generated work lists

Work list name. « [#samp__. |Assay profiles Rotor type Volume | Author Creation date Actions Apply
5 Rainbow artus CMV RG PCR CE UDT 95| oMy Rotor-Disc 100 50 | cdoe 29.12.2011 06:00:00 EHE B
Erervwyrs S TS @~ e |
I

& c
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A worklist can be imported from the following sources (entries from the drop-down

menu [E1):

Source File Description
extension
Rotor-Gene * il Exported Rotor-Gene AssayManager v2.1
AssayManager v2.1 ' worklist
QIAsymphony * vl ReSL{H file from QlAsymphony AS software
version 5.0
QIAlink/LIMS * Iwl worklists from QIAlink or a LIMS

After a worklist to be imported has been selected, Rotor-Gene AssayManager v2.1
internally checks its syntax and signature. If the check is successful, the worklist will be
imported and added to the "Available worklists" table. Otherwise the worklist will be
rejected with a corresponding error message.

Note

The entries in the import drop-down menu () 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.

i Rotor-Gene AssayManager

File Help

E Import Rotor-Gene AssayManager work lists '
CUsars\Public\Doc uments\QLAG EM\Rotor-Gene AssayianagerimpomRotorG sne AssayManagerVorklists Browse |

E Import Qlasymphony work lists
CAUsers\Public\Documents'QLAGENRotor-Gene AssayhdanagerimpofiQladsymphonyWorkdists Browse |

O Auto import of GlAsymphony work list (closed mode)

B Import LIMS work lists
Clsers\Public\Documents'QIAGEN\Rotor-Gene AssayManagerimporiLIMSWorklists Browse
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Step-by-step procedure to import a worklist manually

1. Ifit is not active yet, change to the "Setup" environment by clicking the "Setup" icon
in the main toolbar (IN).

2. Select the source for the worklist to be imported from the "Import type" drop-down
menu (IE1). If the menu is disabled or necessary entries are missing, these can be
customized in the "Configuration" environment in the ¥ "Settings" tab. If necessary,
save the changes in the settings.

3. Click "Import" ().

The "Select file" dialog opens. By default, the directory set for this import type in the
P "Configuration" environment is shown.

4. Change to the directory where the file to be imported is located. Select it and click
"Open".

Rotor-Gene AssayManager v2.1 internally checks the signature and the syntax of
the worklist.

5. The worklist is imported and added to the list of available worklists.

Note

The names of worklists imported from QIAsymphony software version 5.0 are
automatically created with the following information separated by an underscore:

“QS" as identifier for worklists imported from QlAsymphony

Batch ID of the QIAsymphony AS run

“S" + slot number of QIAsymphony AS, where the assay was set up
Rack ID of QIAsymphony AS run

Start date of QIAsymphony AS run in format “YYYYMMDD”

e Start time of QlAsymphony AS run in format “HHMMSS”

In case that the QIAsymphony AS result file contains information about several
batches, this information will be separated in different worklists.

Step-by-step procedure to configure an automatic worklist import

In Rotor-Gene AssayManager v2.1 an automatic import of QIAsymphony worklists
can be configured. Each minute the software automatically checks if QlAsymphony
worklists are available in a predefined source directory and imports them
automatically.

For activation of the automatic worklist import function:

1. Select the "Settings" tab of the "Configuration" environment (see # Settings)
2. Check the "Auto import of QlAsymphony worklist (closed mode)" button.
3. Define the source directory.
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Related topics

b Settings

P Setting up worklist name options

P Rotor-Gene AssayManager v2.1 and other QIAGEN products
P Available worklists view

1.6.1.3.3  Duplicating a Worklist

General

A specific manually generated worklist is duplicated from the "Setup” environment
(MN) by clicking the "Duplicate worklist" button (M) in the "Actions" bar
(&) of the corresponding worklist.

[ Rotor-Gene AssayManager | = | = 23 ‘

A= -

File Help

Setup | Approval  Archive  Service  Configuration

Available work lists | Manage or apply work lists

¥ Manually created work lists ‘

Unprocessed Processed ?

Work list name. a [#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply | 4
s 2PlexBPlexAP UDT 2| CMv, CMy Roter-Disc 100 50 pl | fdoe 05.12.2011 06:00:00 [ 0
3 2PlexAP UDT 86| CMY T2-Well Rotor 50 pl | ddoe 13.12.2011 15.00:00 ﬂ "y |

The "Duplicate worklist" button is always enabled for manually created worklist.
Clicking this button creates a copy of the selected worklist. The "worklist modification"
screen is displayed. This screen is analog to the "Creating a worklist" dialog. The copy
is not saved to the database until "Save" is clicked.

The duplicated worklist has the following properties:

e The fields "# samples", "Material number", "Kit expiry date", and "Lot number" are
editable.

e The "is editable" check box is enabled. The "is applicable" check box of duplicated
worklists is not activated.

e The "Last applied" and "Last modified" fields are empty and will be set when the
worklist is saved for the first time.
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Step-by-step procedure to duplicate a worklist

1. Ifit is not active yet, change to the "Setup” environment by clicking the "Setup" icon
in the main toolbar (IN).

All available worklists are displayed in the table.

2. Locate the worklist you want to duplicate of the manually created worklists, and
click the corresponding "Duplicate worklist" button (M) in the "Actions" bar (fell).

The "Edit duplicated worklist" screen is shown.

3. Modify those parameters you need to change according to the steps described in
steps 2 to 5 of the procedure # Creating/editing a worklist.

Note

Automatically generated worklist are not duplicable.
Related topic

P Available worklists view

1.6.1.3.4 Exporting a Worklist

Exporting a worklist is used to exchange worklists between different Rotor-Gene
AssayManager v2.1 installations that are using different databases.

The export functionality can be found in the "Setup" environment (IN). The "Actions"
bar (@) in the "Available worklists" table includes the "Export worklist' button (IEX).

n

i Rotor-Gene AssayManager (=@ = ]

File Help

dw @ & @

Cycler 1 Cycler 2 Cycler 2 Cycler 4

Available work lists | Manage or apply work lists

¥ Manually created work lists ‘

Unprocessed Processed

Work list name a|# samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply | a4
b 2PlexBPlexAP UDT 2| CMv, GMV Rotor-Dise 100 50 pl | fdoe 05.12.2011 06:00:00 n -_r 0
b 2PlexAP UDT 66| CMV 72-Well Rotor 50 pl | ddoe 13.12.2011 15:00:00 Eﬂ s

Step-by-step procedure to export a worklist

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 worklist you want to export.
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3. Click the "Export worklist" 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 '

@ Specify the work list export destination.
Lookin C T
Path G =l
Haime Last madified i
16_0B_SO-Karta_touch_had 06.06.2011 08:31:48 [l
Config Msi 12.10.2011 08:00-04
dats 20102011 13:36:03
Documents and Settings 3092011 11:34:30
Dokuments und Einstellungen 17.05.2011 15:16:38
diownload 26102011 14:35:05 v
Fila nama File type
iwl fils (*_rad) r|
L r

4. Browse to the designated directory.
5. Enter a file name for the exported worklist.
6. Click "OK".
The worklist will be saved under the entered file name and with the extension *.iwl.

Note

Both manually and automatically created worklists can be exported.

Related topic
P Available worklists view

1.6.1.3.5 Deleting a Worklist

Step-by-step procedure to delete a worklist

1. Ifit is not active yet, change to the "Setup" environment by clicking the "Setup" icon
in the main toolbar (IN).

All available worklists are displayed in the table.
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[ Rotor-Gene AssayManager | = | = 23 ‘

File Help

»E S0 5 B & &

Setup Approval Archive Service Configuration Cycler 1 Cycler 2 Cycler 3 Cycler 4

Available work lists | Manage or apply work lists

¥ Manually created work lists ‘

Unprocessed Processed g

Work list name. a [#samp... |Assay profiles Rotor type Volume | Author Creation date Actions Apply | 4
s 2PlexBPlexAP UDT 2| CMv, CMy Roter-Disc 100 50 pl | fdoe 05.12.2011 06:00:00 [ 0
3 2PlexAP UDT 86| CMY T2-Well Rotor 50 pl | ddoe 13.12.2011 15.00:00 Eﬁ

2. Locate the worklist you want to delete, and click the corresponding "Delete worklist"
(X) 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)

3. Click the appropriate button:
To Click

Delete a worklist and return to E The selected worklist entry will be
the "Setup" start screen. deleted from the database and
then disappears from the worklist

table.
Cancel the delete process and The selected worklist entry will
return to the "Setup" start screen remain as before.
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Note

Both manually and automatically created worklist can be deleted.
Related topic

P Available worklists view

1.6.1.4 Starting a Run

A run can be started from the "Available worklists" table in the "Setup" environment
(N) by clicking the "Apply" button (E8) in the button bar of the appropriate worklist
entry. An alternative is to start a run after a new worklist has been successfully created.
Details can be found under ¥ Creating/editing a worklist.

After the run is triggered, the "Apply worklist" 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
worklist"). This printout can be used as a pipetting scheme.

Note

e An experiment name must be entered.

e The length of the experiment name is limited to 80 characters.
e The experiment name must be unique in the database.

The default name is defined under P "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

Configuration
Available wi
v Manually created work lists
Unprocessed Processed
Work list name A #samp... |Assay profiles Creation date Actions Apply ™
v 2Plex6PlexAP UDT 2| CMv, MV 05.12.2011 06:00:00 [ x| 0
, 2PlexAP UDT 66| CMV 13.12.2011 15:00:00 EEE
> 2PlexHRMAP UDT 66| CMV 10.12.2011 12:00:00 [ x|
v SPlexHRMAP UDT 66| CMV 16.12.2011 18:00:00 [ x|
v
=L T -

Step-by-step procedure to apply a worklist
1. Ifit 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 worklists are displayed.

2. Select the worklist you want to apply (manually or automatically created). Click
"Apply worklist" in the last column of the row (IEX).
The "Apply worklist" screen is shown. It consists of 3 areas: "Summary", "Cycler
selection", and the "Messages" section.
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[ Rotor-Gene AssayManager

File Help

4

Approval

-:l-n@g

B IT =

Archive Service Configuration

&= & A

Cycler 1 Cycler 2 Cycler 3

=

Cycler 4

Apply work list "2Plex6PlexAP UDT™

Summary

Experiment name

m Default name

Rotor type
Rotor-Disc 100

Free positions Reaction volume
92 50 |pi/tube

1l

Wark list name
2PlexEPlexAP UDT

Created
0512 2011 6:00 - fdos

Last modified
06.12.2011 7:00 - edoe

Applied
07.12.2011 800 - ddoe

QlAsymphony AS result file
fdoe's Worklist

Assays

Name Samples | Kit
oMy 1
oMy 1

Cycler selection

(EQF |

Fosifion Name Next verification Cycler status Select | Ring att.
] Cycler 1 22 04 2015 [47 dayis]] Ready
[ ] Cycler 2 24.04 2015 [49 day(s)] Ready
[ Cycler 3 26.04 2015 [S1 day(s)] Ready
| Cycler 4 28.04 2015 [S3 day(s)] Ready

Cycler details

Messages

Mo expeniment name is entered. Provide an experiment name. (470000)

Mo matching cycler available for this experiment. Contact your local administrator.
(470005)

Print work list._

IG!
e

B Closed Mode

cinaDoe  =+[J

. Enter the name of the experiment in the "Experiment name" field (f&ll), or click

"Default name" (1) to generate a name automatically.

locking ring.

. Click the "Select" radio button ([Jl) to select a cycler with the status "Ready".
. Activate the "Ring attached" check box (lif#l) to confirm you have attached the

The "Start run" button (fell) is now activated.

. Click the green "Start run" button (fell) 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 worklists" screen is shown.

After clicking the "Start run" button, the following happens:
e The experiment is saved to the database.
e The run is started.

e 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 worklist..." buttons (Il

Clicking "View sample details..." opens a scrollable list with detailed information

about the samples:

(D Worlk list "WL_20120417_0858_su” | Samples

Pos. Style | Sample ID Status Sample type |Targets
1l =" PC_1 FC Test, IC
2|l =="|Pc_2 PC Test, IC
3 @T""|PC_3 PC Test, IC
4@ 1 Test Test, IC
5l |2 Test Test, IC
160 |13 Test Test, IC
17— |14 Test Test, IC
i —— — — -

Assay
QF Pat

QF Pat
QF Pat
QF Pat
QF Pat

QF Pat
QF Pat

Sample comment i

v

Print work list... m

A *.pdf file with this data can be generated either by clicking "Print worklist..."
from this screen or from the "Apply worklist" screen. This file can be used as a

pipetting scheme.

Related topics

» Creating a worklist

» Managing cyclers

P Settings

P Available worklists view

1.6.1.5 Finishing and Releasing a Run

During 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.
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i Rotor-Gene AssayManager | = | @3 23 ‘

File Help
v Te = = =) =)
» ¥ B OIT = @ & @
Setup  Approval  Archive  Service  Configuration Cycler 1 Cycler 2 Cycler3 Cycler 4
Cycler Operator Fluorescence: 17.2 Cycles: 140 Blxwos ] vsom
Cyeler 1 su
Comment
Sample Information
Tube | Sample ID Type Assay N
B 1 CQuantiicatio.. QS HIv y
M2 Quantficao.. QS HIv » Vi
B 3  Quantiicatio.. QS HIv /
MW ¢  Quantiicatio.. Q3 HIv
"
W 5  MNegativeCo.. NTG Hiv H
W& SamplelD1  Test HIV @
W7 SamplelD2 Test HIv g
W8 SsmpelD3  Test HIv
WS SamplelD4  Test Hiv
MW 10 SamplelD5  Test Hiv
W 11 SamplelD6  Test HIv
W 12 SamplelD7  Test HIv
W 13 SsmplelD&  Test Hiv
W 14 SamplelD3  Test HIv
W 15 SamplelD 10 Test HIv
W 16 SsmplelD11  Test HIv
W 17 SamplelD12 Test Hiv
W 18 SamplelD13  Test Hiv
W19 SempleiD14 Test e H ' [ 1 " ] [ F . » » x 4 » B Cyoe
W20 SamplelD15  Test Hiv = e
-, Samnls IN 1R Teat Hs v :;a;t;"“e M=ot About 22 minutes S[Dp process Finizh run.

Sample information Plot area

During the run process and depending on the currently used plug-in, the amplification
curves will be displayed and updated in real time. A progress indicator at the bottom
left and a progress indicator 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.

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.
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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
=) =3
Cycler Cycler 1 Cycler 1
Icon
Progress Indicator

Pro gress _ Remaining time Ready
Indicator -

- s

button

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

Step-by-step procedure to finish a run
1. Ifit is not open yet, change to the corresponding "Cycler" screen by clicking its icon

in the main toolbar.
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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.

@ Finish run

Position Name Run status

. Cycler 1 Run Successiul

Experiment name

GF Pat_20120415_0940

Errors during run

Comment

ECESRIGTORTOE— | weiee

3. Select the desired option:

To Click

Release the cycler Release

Release the cycler and change to the

" " . Release and go to approval
Approval environment

Cancel the release process and change to the
"Cycler" view

Cancel
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When the user releases the cycler, the following processes are triggered:
e The cycler is released and ready for a new run.

e The run is stored in the internal database with all experiment data (sample
information, etc.).

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

Run hag to be released before starting approval

Releaze of run has to be signed

If the option was set, the run has to be signed with a password (user profile password).

The buttons "Release" and "Release and go to approval" are initially disabled. These
buttons are enabled only if a valid password is entered in the "Password" field.
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@ Finish run

Position Mame 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
b "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.
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Rotor-Gene AssayManager v2.1 provides test results that must be approved and
released by a user with the role of an approver. Depending on which Rotor-Gene

AssayManager v2.1 plug-in is currently used, the individual approval process may
differ.

In this section only the general functions are described. For details about the
individual approval process, refer to the corresponding plug-in user manual.

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.

[ Rotor-Gene AssayManager (== = |
File Help
PN = T o) )
{MDx [ MDx ]
Setup Approval | Archive Service Configuration Cycler 1 yeher Cycler 3
Filter options Assay selection

B Start date End date [ |Experiment - Assay # samples | Operator Run date Status s
I ‘DS 022015 ‘DS 03.2015 +| [J|ACC_20150225_D853 ACC_Standardprofile UDT 5| Gina Doe 25.02.2015 08:53:39
! [Juse advanced fitter options +| ]| ACC_20150225 D853 ACC_OptConf_Unrestricte... 5| Gina Doe 25.02.2015 08:53:38
D Analyzed UDT experiment 1 APT_1P_ValidCheck 40 | Andy Doe 22.02201514:14:43
Ia D Analyzed UDT experiment. . APT_1P_ValidCheck 40| Andy Doe 22022015 14:14:43
| [J|Analyzed UDT experiment 2 APT_2P_ValidCheck 2| Andy Doe 21.022015 14:14:43
3 D Analyzed UDT experiment 3 Test! 42| Andy Doe 20.022015 14:14:44
13 D Analyzed UDT experiment 4 APT_1P_ValidCheck_Crop. 40 | Andy Doe 19.022015 14:14:44
3 D CMV_20150224_082T 2Plex6PlexAP UDT 94 | Gina Doe 24022015 08:27-36
+| | Experiment No. 41 UDT m artus CMV RG PCR CE UDT 30| Andy Doe 22022015 14:14:29
¥ | ]| Experiment No. 42 UDT artus HI Virus-1 RG RT-PC... 66 | Bob Doe 21.02.2015 14:14.28
3 D Experiment No. 43 UDT m CMV 3Step 1Green 2Gree... 19| Cindy Doe 20.02.201514:14:28

3 D Experiment No. 43 UDT m CMV 35tep 10range 2Cri__ 19| Gindy Doe 20022015 14:14:29 El |

3 D Experiment No. 43 UDT m CMV 3 steps red on step 2... 19| Cindy Doe 20.02.2015 14:14:29 El
» D Experiment No. 43 UDT m CMV 3 steps red on step 3... 19| Cindy Doe 20.02.2015 14:14:29
13 D Experiment No. 44 UDT ACC_Standardprofile UDT 20| Dean Doe 19.02.2015 14:14:29
3 D Experiment No. 44 UDT AGG_Rotor36WT2W UDT 20| Dean Doe 18.02 2015 14:14:29 El

+| []| Experiment No. 44 UDT ACC_Vol_25d0_40d0 UDT 20| Dean Doe 18.02.2015 14:14:29

E ¥ | M| Experiment No. 45 UDT [T artus CMY RG PCR CE UDT 30| Edward Doe 18.02.2015 14:14:29 v

-. st fite - Anply Start approval
B 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:
e Wildcard characters are not allowed.
e 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.

"Assay status" Filter for the assay status using the radio buttons.
Possible values are:

e Successful

g e Failed
2 e Both
© e Pending
E
= "Release status" Filter for the release status using the radio buttons.
E: Possible values are:
¢ Unreleased
e Partially
¢ Both
"Filter experiment Filter for certain assays by activating the check box
name" and entering an experiment name.
"Filter contained Filter for specific sample IDs by activating the check
sample IDs" box and entering one or multiple sample IDs.

Multiple sample IDs must be entered in individual
rows without any separators.
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"Filter operator" Filter for a specific operator by activating the check
box and selecting an operator from the list.

"Filter cycler serial Filter for a cycler serial number by activating the
number" check box and entering a cycler serial number (only
digits).

Step-by-step procedure to filter assays

1. Ifitis not active yet, change to the "Approval" environment by clicking the
"Approval" (IN) icon in the main toolbar.

2. In the "Filter options" section in the left part of the screen, select the appropriate
filter criteria.

3. Enter a start and an end date in the "Start date" () and "End date" (Kell) fields
either manually or using the date picker.

To use advanced search criteria:
4. Activate the "Use advanced filter options" (IB¥) check box.

5. Select the appropriate filter options. Multiple selections are possible.

6. Click "Apply filter" (IJ#l) 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 (fell)
in the right half of the "Approval" environment.

7. Activate the check box in front of the assay to approve. It is possible to select
multiple assays.

Assay selection

[] |Experiment a Assay
L CMV Teye_20120321_0953 2Plex6PlexAP
> CMV_20120321_1222 [[] | 2Plex6PlexAP

O
O
The "Start approval" button is activated when at least one assay is selected:

startapproval | ——- (e

8. Click "Start approval".
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Note

Click "Reset filter" (i) 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.

1.6.1.6.2 Approving Samples

Depending on which Rotor-Gene AssayManager v2.1 plug-in is currently used, the
individual approval process may differ. For details about the individual approval
process, refer to the corresponding plug-in user manual.

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:

[ Create report

Messages

After release, the approval state of data
cannot be changed. (2270158)
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Note
The release process of the Gamma Plug-in is taken as an example for screenshots.

2. To create a report, activate the "Create report" option (IN).

3. If the release must be signed, enter the Rotor-Gene AssayManager v2.1 login
password in the "Password" field (IEX). This option is set by the administrator in the ¥
"Configuration" environment.

4. To release the data, click "OK" (f&l). To cancel and go back to the "Results" table
click "Cancel" ().

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 v2.1. 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 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.

1.6.1.7 Working with Reports

A report can be generated either during the release of sample results in the P
"Approval" environment (see ¥ Approving a run) or for already released experiments
from the "Archive" environment. The content of a report is defined by individual report
profiles that can be configured in the ¥ "Report profiles" tab of the P "Configuration"

environment.
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Note

The target directory to save the generated report and the source directory for report
profiles are defined in the F "Settings" tab of the ¥ "Configuration" environment.

[ Rotor-Gene AssayManager

File Help

5 ol

Approval Archive ] C Configuration

Local Settings

Default data export directories

l Report folder
| ChlsersiPublic\Documents\GlAGEN \Rotor-Gene AssayManagenExporfiReporis

[l Export results to LIMS
LIMS output folder

| CAUsers\Public\Doc uments\QLAGEN Rotor-Gene AzsayManagenExporfiLIMS

Report profiles
—I-| CAlsersiPublic\Documents\GlAGEN \Rotor-Gene AssayhanagenReportProfiles

Support packages
| CAlsersiPublic\Documents\GlAGEN \Rotor-Gene AssayManagenSupportPackages

Rotor-Gene experiments (.rex) for assay profile testing
| CAlsersiPublic\Documents\GlAGEN \Rotor-Gene AssayManagenRexForAssayTest

Note

For the Gamma Plug-in, no user defined report profiles are applicable. The
experiment data which will be included in the report are pre-defined by the assay.

Step-by-step procedure to create a report in the Archive environment
1. Click "Archive" (IN) in the main toolbar to change to the "Archive" environment.
The "Assay selection" screen is displayed.
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i Rotor-Gene AssayManager

File Help

Filter options

Start date End date

Archive

[0s.02.2015 [0s.032015

[[J Use advanced filter opticns

Assay selection

[ Experiment
[CJ| Experiment No. 43 UDT
Experiment No. 43 UDT
Experiment No. 44 UDT
Experiment No. 48 UDT
Experiment No. 50 UDT

Experiment No. 50 UDT

Experiment No. 51 UDT

OO0 O0ood

- Assay

[ cmv 3Step 10range 2Cri...

[ cMmv 3 steps red on step 2..
ACC_Rotor36W72wW UDT
CMV 3 steps red on step 2.
CMV 35tep 10range 2Cri...
CMV 3 steps red on step 2.

[@ artus CMV RG PCR CE UDT

# samples  Operator

19 Cindy Doe
19 Cindy Doe
20 Dean Doe
30 Andy Doe
12 Andy Doe
12 Andy Doe

66 Fred Doe

Run date

20.02.2015 14:14:28

20.02.2015 14:14:28

19.02.2015 14:14:29

15.02.2015 14:14:29

13.02.2015 14:14:29

13.02.2015 14:14:29

12.02.2015 14:14:29

A=A === ==

D Show assays

| O R || [romeemernes

2. Select the appropriate filter options and click "Apply filter" (ICH).

A list with assays matching the filter options is displayed.

3. Select one or multiple assays by activating the corresponding check boxes ([fell).

4. Click "Show assays" (IB¥) button, which is activated if at least one experiment is

selected.
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=aes

Archive

Experiment No. 43 UDT
CMV 3 steps red on step__

Experiment No. 44 UDT
AGG_Rotor3sW72W UDT

Experiment No. 48 UDT
CMV 3 steps red on step.

¥ Plots and information

Raw data

Run comment

Experiment name

Experiment No. 43 UDT

Run start
05.12 2011 06-00:00

End of run

06.12 2011 03-40:26

Processed data ‘ Standard curve | Experiment | Assay ‘ Audit trail |

Run operator
fdoe

Run released by
bdoe

Reaction volume

100 pl

Run on SW version

Rotor type
Rotor-Disc 100

Cycler Serial No.

External order ID
ExtemalOrderiD1

Work list source Work list read-only

Manual Mo

Created from worklist
edoe's Workdist

Work list last changed by

Messages

Work list created on

Work list last changed on

1209103 (RGQ ML adoe 18.11.2011 14:00:00 18.11.2011 14:00:00
¥ Results
Standards / controls £y
Pos. | 7] Style | Sample ID Status |Type | Targets Ct Result Flags Sample comment ¥ [ [0 '
=1 E Bl —— Quantification Stand... Qs OV Test... 42,00 INVALID RUN_FAILED Traveling is murder.. OO
Internal Gontrol - | INVALID RUM_FAILED
52 E [ | ‘Quantificafion Stand._ . Qs ChV Test 10,00 | INVALID RUM_FAILED Earlytoriseandeard. .| O | O | @&
=4 Internal Control - | INVALID RUN_FAILED
53 B [ | ‘Quantificafion Stand. .. Qs G Test. 23,00 | INVALID RUM_FAILED Imagination is more i olNe]
o Internal Control - | INVALID RUM_FAILED v
Conc. unit | Default unit v Show IC  Assay comment

Create support package...

| rex-file

o) e

8 Closed Mode

5. Click "Report data..." () in the button bar.
The "Report Data" dialog is opened.

] use scientific format

Report Profile

| Complete Report Content

Result reported with unit
Default unit Y

I] Conc. in

Reaction

| Complete Report Content

Complete Report Content
Nao Graph, No Audit trail
L—" | Only mandatory fields
Several Options Deselected
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Note

The scientific format function is not available for all Rotor-Gene AssayManager v2.1
Plug-ins.

6. Decide if the scientific format shall be used (i)

7. Select a report profile from the "Report Profile" drop-down menu ([ell) .

8. Select a result unit from the "Result reported with unit' drop-down menu (IEH).

9. Select the desired reporting concentration (ll).

10.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

b Setting target directory for report profiles
¥ "Archive" environment

b "Approval" environment

1.6.1.8 Working with Audit Trails

The audit trail logs all actions performed in Rotor-Gene AssayManager v2.1. 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
seene
(1111 )))
QIAGEN
Audit Trail m
Filter
[ Date & time User Experiment
Date from Time from @ All users @ All
Loeh | L © This user O Specific
Date to Time to O Specific
05.03.2015 23:59:59
Filter criteria Context Computer Signed actions Message ID
B ; a
] instakation ® © This computer @® Al actions @ An
u
Eg user @® All computers O Signed only O Specific | |
[l Session
v
' E
Language (8 Systemlanguage (0 English Reset filter setings |~ Apply filter

Results

.Context Date & Time User Experiment Message ID Text

| Session 05.03.2015 D6:56:11 Gina Doe (su) 1030012 su Iogged in successfully in Closed Mode.

 Session 05.03.2015 D8:35:19 | Gina Doe (su) 1030016 Appiication unlocked fully for the use
f:ﬁf"e"s | Session 05.03.2015 08:35:26 | Gina Doe (su) 1020014 su logged out suscessfully.

Session 05.03.2015 09:12:10 | Gina Doe (su) 1030012 su lopged in successfully in Closed Mode.

.S&ssiun 05.03.2015 09:34:48 | Gina Doe (su) 1030014  su logged out successfully.

| Session 05.03.2015 D9:47:21 | Gina Doe (su) 1030012 su logged in successfully in User Defined Tes

| Session 05.03.2015 10:08:55 | Gina Doe (su) 1030016 Appiication unlocked fully for the use

SoE—

@ Closed 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 (IEX). Different
filter criteria can be combined. The following filtering options can be used:

e Date

e User

e Experiment
e Context
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e Computer location
e Signed actions
e Message ID

3. Click "Apply filter" (f&l). All entries in the audit trail matching the filter criteria are
listed in the "Results" table. Click "Reset filter settings" () to set default filter
options.

4. Click "Print to PDF" (BY) 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 v2.1 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

P Customizing settings

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
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at the bottom of the screen contains all commands to manage assay profiles. Assay
profiles can be activated, deactivated, imported, and exported.

[~ Rotor-Gene AssayManager

File Help

-

Configuration
Setfings User Tal Cycler 10 Archive 10! Assay Profiles Report Profiles
Assay profiles management
Name a Version Short name Plug-in type and version Creation date A
« | APT_1P_VahkdCheck 231 APT Gamma 1.0.0 Closed 18.08.2014 11:23:24
" | APT_1P_ValidCheck_CropCycles 231 APT Gamma 1.0.0 Closed 07.05.2014 11:42:50
« | APT_2P_ValidCheck 231 APT Gamma 1.0.0 Closed 07.05.2014 11:45:22
« | arfus CMV RG PCR CE Closed (short) 231 o Gamma 1.0.0 Closed 02.05.2016€ 17:38:23
Buttons for
B Show only active profile versions |[ Refresh list Deacfivate Activate Export... m}—— managing_
assay protiles

Tasks related to managing assay profiles

P Importing/exporting an assay profile
P Activating/deactivating an assay profile

1.6.2.1.1 Importing/Exporting an Assay Profile

Rotor-Gene AssayManager v2.1 provides an import/export feature for assay profiles
to exchange assay profiles between different Rotor-Gene AssayManager v2.1
installations. An imported assay profile will be added to the list of "Available worklists"
in the "Setup" environments. The imported assay profile is available for the creation of
new worklists. This is done in the "Setup" environment. Newly developed assay profiles
have to be imported before they can be used in Rotor-Gene AssayManager v2.1.
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.
[ Rotor-Gene AssayManager

Help

¥ B I e

ce Configuration

Approval Archive

Asszay profiles management Ih
Name & Version Short name Plug-in type and version Creation date Y
» | APT_1P_\ValldCheck 231 APT Gamma 1.0.0 Closad 18.08.2014 11:23:24
" | APT_1P_MalidCheck_CropCycles 231 APT Gamma 1.0.0 Closed O7.05.2014 11:42:50
' | APT_2P_“alidCheck 231 APT Gamma 1.0.0 Closed 07.05.2014 11:48:22
" | artus CMY RG FCR CE Closed (short) 231 L= ‘Gamma 1.0 0 Closed 02.05.2016 17:38:23

D]

Step-by-step procedure to export an assay profile
1. Change to the "Assay profiles management" screen:
a) Click "Configuration" (IN) 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" (Iel).
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.
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c) Click "Assay Profiles" (IE¥) tab.
2. Click "Import" (IBY).
The select file dialog is opened.
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

F 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 worklists in the "Setup" environment. Deactivated
assay profiles cannot be used but can be reactivated by an administrator if required.
Existing worklists 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, deactivated and expired assay profiles in
parallel in the list, deactivate the check box. Activated, deactivated and expired assay
profiles can be differentiated by the following icons:

Icon Assay profile status
v Activated

& Deactivated
Expired
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Assay profiles management

MName

APT_1P_ValidCheck
APT_1P_“alidCheck_CropCycles
APT_2P_alidCheck

artus CMY RG PCR CE Closed (short)

artus Hl Virues-1 RG RT-PCR CE Closed (shorf)

A14[48(8%

A Show anly active profile versions

a Version
231
231
231
231
2.3.1

D]
Refresh list | -... tivate m Eﬁ N'ﬂmf'-. I

Plug-in type and version
Gamma 1.0.0 Closed
Gamma 1.0.0 Closed
Gamma 1.0.0 Closed
Gamma 1.0.0 Closed
Gamma 1.0.0 Closed

Creation date

18.08.2014 11:23:24
07.05.2014 11:42:50
07.052014 11:48:22
02.05.2016 17:38:23
DZ2.052016 17:38:23

Step-by-step procedure to deactivate an assay profile
1. Change to the "Assay profiles management” screen:

a) Click "Configuration" (IN) 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 ACC_Rotor36W72W UDT in
version 2.3.1 will be deactivated. (820015)

_——— s

4. Click "OK".
The selected assay profile will be deactivated. The icon of the assay profile
changes from + to in the assay profiles table.

Assay profiles management Assay profiles management
Mame Name
v | QuantiFast Pathogen PCR +IC v | QuantiFast Pathogen PCR +IC

~" | Rotor-Gene S5YBR 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" (IN) in the main toolbar.
b) Click "Assay Profiles" (I¥) 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.

D 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" (IBY).
The following confirmation dialog is opened:
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® Confirmation

Assay profile ACC_OptConf_5PMGP UDT in
version 2.3.1 will be activated. (320013)

5. Click "OK".
The selected assay profile will be activated. The icon of activated assay profile
changes from (5] to « in the assay profiles table.

Note
Only one version of an assay profile can be active. If another version of an active
assay profile is activated, the previous one is automatically deactivated.

Related topics
» Configuration - 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. For
plugin based approaches appropriate report profiles depending on the plugin and
assay profile can be downloaded.

Note
Some plug-ins contain a specific report profile that is mandatory.
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Note

For the Gamma Plug-in, no user defined report profiles are applicable. The
experiment data which will be included in the report are pre-defined by the assay.

Report Report profile Butt
profiles ||| [ewreporerone ) | S (e ) oo | poron
menu
Content selection Options
Azsay information
Configuration
RGQ Run information Operator ID
Upstream process details Exraction tme
Con"en' External control results [ Assay setup time
selection
Test sample results
Flags and upstream messages
[ Assey parameter set
B Graphics [ Sample transfer volume
[ initial elution volume
[ 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

» Creating a new report profile
» 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" (IN) in the main toolbar.
b) Click the "Report Profiles" (IE¥) tab.
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[» Rotor-Gene AssayManager

ZRIN

Setup F val Archive Configuration
“WWWW Report Profiles
Report profile ﬁ
euReporbit 5 SIS S (G ) (o ) SESEED
D)
Content selection Options
[] Assay information !
[#] Configuration
RGQ Run information [ Operator ID
[] Extraction time
Upstream process details
[] External control results [¥] Assay setup time
[] Test sample results
|| Flags and upstream messages
E Assay parameter set
[¥] Graphics [¥] Sample transfer volume
[ Initial elution valume
I [ Audit Trail ”

3 B

2. By default a new report profile template is selected in the "Report profile" drop-
down menu (f®l) 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).

3. 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: Some content selection options are mandatory and cannot be
deactivated.

4. Click"Save as..." () to save the report profile.
5. The "Save report profile as..." dialog is displayed:
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@ Save report profile as...

Report profile name

Lab1

6. Enter a name for the new profile in the "Report profile name" field (IEH).

7. Click "OK".
8. The report profile is created and listed in the report profiles list (el).

Report profile
| Labi v |
QIAGEN

Test results cnly
Amplification plots only
—iLabl

Note
Report profiles delivered by QIAGEN are read-only, i.e., they can only be
imported or deleted.

Note

For the Gamma Plug-in, no user defined report profiles are applicable. The
experiment data which will be included in the report are pre-defined by the
assay.
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1.6.2.2.2 Importing/Exporting a Report Profile

Report profiles can be exchanged between different Rotor-Gene AssayManager v2.1
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 I "Configuration" environment.

)

Report profiles

|C:'I.Users'lLF’uinr:'l.DucumentshﬁlAGEMRntor—GenEAssayManager‘LR&pnrtPruﬁles | [ Browse
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Step-by-step procedure to import a report profile

[ Rotor-Gene AssayManager

» EI IT £

Archiv e Configuration
§ | .F r - Report Profiles
Report profile ﬁ
[ Newreporproi ) S SRR (e | (o | SIS
D)

Content selection Options

[*] Azsay information 2

[ Configuration
RGQ Run information [ Operstor ID
e [#] Extraction time
Extemal control results E Assay selup time

Test sampls results

Flags and upstream messages
[#] Assay parameter set

[ Graphics [ Sample transfer volume
[ Initial elution volume

[ Audit Trail

1. Change to the "Report Profiles" management screen:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "Report Profiles" (IE¥) tab.
2. Click "Import" (iel).
The file dialog is opened.
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@ Report profile to import

Look in [C: v l
Path G
Name 4  Last modified &
| | _backup 06.03 2012 10:15:44 u
| | _language_OK 31.01_2012 15:35:03
|:| 005_filez 20.03.2012 14:16:34
| | 16_GB_S5SD-Karte_touch_hd 31.01.2012 15:37:14
] | 2read_2012 16.02.2012 O7:43:30
| | 2959cdEcesd21b0b18d 10.02.2012 13:43:52 L
File name File type
| irp files (*irp) v |
I —

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 (IBY).

Note

The maximum path length including the report file name must not exceed 256
characters.
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Step-by-step procedure to export a report profile

» W E T e

Archiv e Configuration
| Setting .FI T — .F T —— .F” o Mansoming .FI ay Profiles. | Report Profiles
Report profile ﬁ
[ Newreporproi A e pone [ooee ]
D}
Content selection Options
] Assay information ]
[ Configuration
RGQ Run information [ Operator ID
Upsiream process details E it
Extemal control results E Assay selup time
[] Test sample results
|| Flags and upstream messages Sample pre
[#] Assay parameter set
[ Graphics [ Sample transfer volume
[ Initial elution volume
[ Audit Trail

1. Change to the "Report profiles" management screen:
b) Click "Configuration" (IN) in the main toolbar.
c) Click "Report Profiles" (IE¥) tab.
2. Select the report profile to be exported from the "Report profile" drop-down menu
(c}
3. Click "Export" (IBY).
The file dialog is opened.
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@ Specify the report profile export destination.

Look in [C: Tl
Path  C:
Name & | Last modified i
] | _backup 06032012 1001544 []
| | _language_OK 31.01_2012 15:35:03
] | 005_file= 20032012 141634
| | 16_GB_SD-Karte_fouch_hd 31.012012 15:37:14
| | 2read 2012 16.02 2012 07:43:30
| | #958cD45ce5d21 b0b18d 10.02 2012 13:43:52 v
File name File type
No Content [ irp files (*.irp) ']
[ W—

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.

Note

For the Gamma Plug-in, no user defined report profiles are applicable. The
experiment data which will be included in the report are pre-defined by the
assay.
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1.6.2.2.3 Deleting a Report Profile

Obsolete report profiles can be removed using the delete function.

e
[» Rotor-Gene AssayManager

File Help

Approval Archive yice Configuration

Report Profiles
Report profile I':‘l
[ *NewRepartProfile v B B [ Beet. | Deste | (EEETECES
D
Content selection Dptions

Assay information

[#] Configuration
RGQ Run information E Operator ID

Extraction ti
|| Upstream process details ] etion time

External control results [l Assay setup tims
Test sample resulis

Flags and upstream messages
[l Assay parameter sat

Graphics Sample transfer volume

Initial elution volume

Audit Trail

Step-by-step procedure to delete a report profile
1. Change to the "Report Profiles" management screen:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "Report Profiles" (IE¥) tab.
2. Select the report profile to be exported from the report profile menu (fell).
3. Click "Delete" (IPY).
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 ([el).

1.6.2.3 Managing Cyclers

Rotor-Gene AssayManager v2.1 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.
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e

Registered cyclers |

Position Nams Serial number Optical configuration Next verification Cycler status Actions
= Cycler 1 0112101 (RGQ MDx) | Bplex 22.04.2015 [42 day(s)] Ready B
smms | Cycler2 0402102 (RGQ) Splex 24.04.2015 [44 day(s)] Ready [ |

ms | Cycler3 1209103 (RGQMDx) | Splex HRM 26.04.2015 [46 day(s)] Ready x|
EEEE | Cycler 4 1109104 (RGQ) Splex HRM 28.04.2015 [45 day(s)] Ready B

Verificafion comment for selected cycler

Tasks related to managing cyclers

¥ Adding a cycler
P Editing cycler settings
» Removing a cycler

Possible cycler states are:

Status Description

Offline The cycler is either connected or not connected but not turned
on.

Ready The cycler is activated and ready.

Loaded The cycler is loaded.

Needs verification ~ The cycler needs to be verified.
Running The cycler is performing a run.

Run stopped The cycler was stopped, but has not been released yet.
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Run complete The run finished successfully.
Run failed An error occurred during the run.

Run stopped, cycler The cycler has been disconnected after the run has been
disconnected stopped but has not been released yet.

Run complete, The cycler was disconnected after the run had been
cycler disconnected completed.

Run failed, cycler The cycler was disconnected after the run had failed.
disconnected

1.6.2.3.1 Adding a Cycler

Step-by-step procedure to add a cycler
1. Connect the USB cable supplied to the USB hub or a USB port of the computer.
2. Connect the USB cable or the USB hub to the back of the Rotor-Gene Q.

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.

4. If not already done, install Rotor-Gene AssayManager v2.1 software. The driver is
installed automatically with the software.

5. Once the software has been installed, switch on the Rotor-Gene Q by moving the
switch, located at the back on the right hand side, to the "On" position.

6. Open Rotor-Gene AssayManager v2.1.
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p
i Rotor-Gene AssayManager

SRR

yice Configuration

Archive

Registered cyclers é
Position Name Serial number ‘Optical configuration MNext verification Cycler status Actions
| Cycler 1 0112101 (RGQ MDx) | Bplex 22.04 2015 [42 day(s)] Ready
mEEn | Cycler2 0409102 (RGQ) Splex 24.04 2015 [44 day(s]] Ready
| Cycler 2 1209103 (RGQ MDx) | Splex HRM 26.04 2015 [46 day(s)] Ready
mmmm | Cycler4 1109104 (RGQ) Splex HRM 28.04 2015 [48 day(s)] Ready

Verification comment for selected cycler

7. Change to the "Cycler Management" screen:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "Cycler Management" (IEX) tab.

Note

The cycler must be connected to the computer and switched on before it can be
registered in Rotor-Gene AssayManager v2.1. The software automatically detect if a
Rotor-Gene Q MDx device is connected.

8. Click the "Edit cycler" icon (féll) of an empty row.
9. The "Edit cycler" dialog is shown:
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Position Cycler type

. RGO MDx

Name Serial number
EI] Cycler 1 0112101

Optical configuration Distribution channel

Eplex 255

MNext verification Days until next verification

I 204205 2

Verification comment

10. Enter a name with up to eight characters in the "Name" field ([3Y) and the serial
number of the connected Rotor-Gene Q in the "Serial number" field (). The
optical configuration of the cycler will automatically be recognized by the Rotor-
Gene AssayManager v2.1 once the name and serial number are entered. Also a
possible MDx status will be assigned automatically.

11. Optional: Enter a date when the cycler needs next verification in the "Next
verification" field ([#) and a verification comment. The comment field can be used
to specify what kind of verification shall be performed at the defined date.

12. 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 v2.1, 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 cylers are running in parallel and omits to refer back each
time to the serial number on the type plate.

Related topics
b Setting up a run
» "Cycler" environment
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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" (IN) in the main toolbar.
b) Click the "Cycler Management" (IE¥) tab.

fiv Rotor-Gene AssayManager

File Help

Repgistered cyclers

Position Name Serial number
| Cycler 1 0112101 (RGQ MDx)
| Cycler 2 0409102 (RGQ)
| Cycler 3 1209103 (RGQ MDx)
B | Cycler4 1109104 (RGQ)

Verification comment for selected cycler

Optical configuration

Gplex
Splex
Splex HRM

Splex HRM

Qi:r

Archive Service Configuration

MNext verification

22.04.2015 [42 day(s)]
24.04.2015 [44 day(s)]
26.04.2015 [46 day(s)]

28.04.2015 [48 day(s)]

Cycler status

Ready
Ready
Ready

Ready

2. Click the "Edit cycler"icon (@) of an already registered cycler.

3. The "Edit cycler" dialog is shown.

4. The cycler name, the next verification date, and the verification comment may be

edited.

5. Click "OK"to update the cycler configuration.

Related topics
b Setting up a run
» "Cycler" environment
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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:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "Cycler Management" (IE¥) tab.

[z Rotor-Gene AssayManager
File Help

= .

Configuration

Registered cyclers

"Registered cyclers" table.

. Click the "Remove cycler" button (@)

The following confirmation dialog is opened.

Position Name Serial number Optical configuration Next verification Cyecler status
u Cycler 1 0112101 (RGQ MDx)  |Gplex 22.04 2015 [42 day(s)] Ready
mmEmm |Cycler2 0409102 (RGQ) Splex 24.04 2015 [44 day(s)] Ready

n Cycler 3 1209103 (RGQ MDx) | Splex HRM 26.04.2015 [46 day(s)] Ready
mumm | Cycler4 1108104 (RGQ) Splex HRM 28.04 2015 [45 day(s)] Ready
it for sel d cycler

. Move the mouse to the row containing the cycler to be removed from the

Actions
2] x|
2] x|
(2] %]
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@ This cycler will be deleted.

Position MName Serial number
[ | Cycler 3 1209103
L™ ’

4. Click "OK". The selected cycler is removed from the "Registered cyclers" table and
cannot be used anymore.

Related topics
P Setting up a run
b "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.
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ecGomonge

Tasks related to managing users

» Creating a user profile

P Changing user profile settings

P Activating/deactivating a user profile

F 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" (IN) in the main toolbar.
b) Click the "User Management" (I[E¥) tab.

Registered users
User ID a | First name Last name

« ados Andy Doe
«" | aduerer Albrecht Darer
+" | bdoe Bob Doe
v |cdos Cindy Doe
v |ddoe Dean Doe
v |ed0oe Edward Doe
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-
1 Rotor-Gene AssayManager

jervice Configuration

| Seftings | User Manamnl FFFF

Registered users é
User ID a | First name Last name
v adoe Andy Doe
| aduerer Albrecht Driirer
" bdoe Baob Doe

[#] Show only activated user profiles Refresh list | m

2. Click "New user..." ().
3. The "Add user" dialog is shown:
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@ Add user

First name Roles —

m ] Administrator
] Approver

Last name D AssayDeveloper
E ] Operator

User ID [ superUser am)
F |

Password

Confirm password o
H

“ [¥] Activate user
Messages
"
Enter a valid first name (1-30 characters). (150040) @
Enter a valid last name (1-50 characters). (150041) i
N, -

4. Enter the first name, the last name, and a user ID in the corresponding fields [B¥, I

,and IH.

5. Enter a password in the "Password" field (fell), 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.
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6. The "Activate user" check box (llll) 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 (). 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

e The user must change the password at the first login.

e Password rules can be set up in the ¥ "Configuration" environment in the ¥
"Settings" tab.

Related topics
» Configuration - managing users
P User roles

1.6.2.4.2  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

Step-by-step to modify user settings

1. Change to the "User Management" screen:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "User Management" (1) tab.
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-
fi Rotor-Gene AssayManager

»

Service Configuration

Approval Archive
WSational  User Management F-_IF-—-—-F——F-F—
Registered users EL

User ID 4 || First name a Fi Last name Roles
" | adoe Andy Doe Operator
«  aduerer Albrecht Dhirer Operator

«" | bdoe Bob Doe Operator

[#] Show only activated user profiles Refresh list | m

2. Click the "Edit User" icon (@) of a user profile.
3. The "Edit User" dialog is shown:
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First name Roles —_—

®] | John [] Administrator
] Approver
Last name D
AssayDeveloper
Doe
] Operator
[#] Superlser ——[I
Password
ﬂ YT

Confirm password —

[q LEL L L LT

v Aclivale ussr

)

4. If applicable, modify the name of the user in the fields Y and .

5. If applicable, enter a new password in the "Password" field ([Jl), and enter it again
in the "Confirm password" field (feX).

6. Toggle the "Activate user" check box () to change the activation status of the
user.

7. If applicable, modify the check boxes in the "Roles" table (lll) according to the
needs. It is 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.
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Related topics
» Configuration - managing users
¥ User roles

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 AssayManager

File Help

'.-a-- |.< . User Management

Registered users é’]

User ID 4 || First name

" | adoe Andy Doe Operator
«"  aduerer Albrecht Diirer Operator

«" | bdoe Bob Doe Operator

‘ E Show only activated user profiles Refresh list | ﬁ

Step-by-step to deactivate a user
1. Change to the "User Management" screen:
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a) Click "Configuration" (IN) in the main toolbar.
b) Click the "User Management" (1) tab.

2. Click the "Edit User" icon (@) of a user profile.

3. The "Edit User" dialog is shown:

@ Edit User

First name Roles
John [] Administrator
] Approver
Last name D
AszayDeveloper
Doe
[] Operatar

Superllzer

Password

Confirm password

[l v Aclivale user

) .

4. Uncheck the "Activate user" check box (IB¥) to deactivate the user profile.
5. Click "OK".

The user profile is deactivated. Its status icon in the "Registered users" table changes
from w to .
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Step-by-step to activate a user
1. Change to the "User Management" screen:
a) Click "Configuration" (IN) in the main toolbar.
b) Click the "User Management" (1) tab.
2. Ensure that the check box "Show only activated user profiles" is unchecked to make
deactivated user profiles visible.
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 (IBY) to activate the user profile.

b) Click "OK". The status icon in the "Registered users" table changes from (& 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.
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& Rotor-Gene AssayManager

File Help

» & B OIT [ e

Setup Approval Archive Service Configuration

i

Report concluding image

NU TMTEayge conmnguren

User management

Password renewal interval

30 |days

E] [¥] Use CLIA compliant password rules

No image configured Auto-dock timer
9 = E 30 minutes

Step-by-step to set the password renewal interval
1. Change to the "Settings" screen:
a) Click "Configuration" (IN) 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 0 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.

c) Click the "Setting" (1) tab.

2. Go to the "User management" group box, and activate the check box "Use CLIA
compliant password rules" ([o¥).
The user is required to use CLIA compliant passwords.
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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" (IF¥) 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
» Configuration - managing users
P User roles

1.6.2.5 Managing Archives

Rotor-Gene AssayManager v2.1 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.

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 v2.1.
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p
v Rotor-Gene AssayManager

File Help

¥ B Tl

Approval ‘Configuration

Settings User Management Cycler Management Archive Management Assay Profiles Report Profiles

Archive management

Name a | Time period

[~ ]An:hiwe No.0D1 from 23.02 2015 - 212

Refresh list “

B Closed Mode

Step-by-step procedure to activate or deactivate an archive
1. Change to the "Archive Management" screen:
a) Click "Configuration" (IN) in the main toolbar.

b) Click the "Archive Management" (IE¥) 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

2. Check the check box of archives to be activated. Uncheck the check boxes of
archives to be deactivated.

3. Click "Save" (1)

Related topics
P Configuration - managing archives
P Filtering for experiments
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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":

e "Global settings": Global settings are stored in the database and affect all clients
using the database.
e "Local settings": Local settings affect only the specific computer.

For details, see F Settings.

1.7 Maintenance

Both the Rotor-Gene Q cycler and the computer running the Rotor-Gene
AssayManager v2.1 need to be maintained. Details can be found in the relevant
manuals.

Rotor-Gene AssayManager v2.1 is a software and does not need to be maintained in
general. However, the database may need to be maintained.

Maintaining the database

Note

e It is important to back up the database: in case of a computer failure you are able
to recover your data from your last back up.

e It is not possible to back up the content of the computer’s hard disc directly to get
a back up of the database.

The following guidelines are designed to help you with creation of database back ups
as well as re-expansion of a compressed Rotor-Gene AssayManager v2.1 database.

It is important to explicitly back up the database of the Rotor-Gene AssayManager
v2.1. In the case of the computer crashing you are able to recover your data from
your last back up and minimize the loss of data.
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It is not possible to simply back up the database of the Rotor-Gene AssayManager
v2.1 by restoring the content of the computer’s hard disc.

Note

Due to the fact the backup of a database is a snap shot of the content at a certain
point in time, the amount of a data loss increases with the time difference to the
point in time of the last back-up. Perform the back-up according to your
requirements for the availability of data and the protection of data from loss.

Installing the Tools

With the SQL Server Management Studio Express (SSMSE) Microsoft provides a
graphical management tool for the used SQL Server 2014 Express to perform
database back-ups. See http://www.microsoft.com/en-US/download/details.aspx?
id=42299 for detailed instruction how to download and install the SSMSE. Click
“Download” and select “SQLManagementStudio_x86 ENU.exe” to download the
installer of the management studio.

Download and install as prerequisites:
1. Microsoft .Net Framework 4.7 (https://www.microsoft.com/en-
us/download/details.aspx?id=55170).

It is assumed that the Rotor-Gene AssayManager v2.1 is already installed. It includes
further prerequisites of the management studio.

You need administration rights for processing installations.

SQL Server Management Studio Express installation details
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When starting the setup of the management studio select the entry as marked in the

figure.
| &
Planning
; Installation
Maintenance
Tools

Resources

Options

i Microsoft SQL Server2014

Iﬁ New SOL Server stand-alone installation or add features to an existing installation

Launch a wizard to install SOL Server 2014 in a non-clustered environment or to add
features to an existing SQL Server 2014 instance.

ﬁ Upgrade from SQL Server 2005, SQL Server 2008, SCL Server 2008 R2 or SQL Server 2012

Launch a wizard to upgrade SQL Server 2005, SQL Server 2008, SCL Server 2008 R2 or SQL
Server 2012 to SOL Server 2014,

Confirm the following steps with the default settings until the following screen:

-]

Installation Type

Perform a new installation or add features to an existing instance of SQL Server 2014,

Global Rules
Microsoft Update
Product Updates
Install Setup Files
Install Rules
Installation Type
License Terms
Feature Selection
Feature Rules
Feature Configuration Rules
Installation Progress

Complete

@) Perform a new installation of SOL Server 2014

Select this option if you want to install a new instance of SQL Server or want to install shared
compenents such as SQL Server Management Studio or Integration Services.

() Add features to an existing instance of SQL Server 2014
RGAMINSTANCE

Select this option if you want to add features to an existing instance of SQL Server. For example, you
want to add the Analysis Services features to the instance that contains the Database Engine. Features
within an instance must be the same edition.

Installed instances:

Instance Name Instance ID Features Edition Version

RGAMINSTANCE MSSCQL1ZRGAMIM... | SQLEngine, 5QLEN.., | Express 12.0.2000.8

«5Shared Compone... LocalDB 12.0.2000.8
< Back Mext > Cancel Help

Select the first option as marked in the figure above. Confirm and accept the
following steps with the default settings until the following screen:
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Feature Selection

Select the Express features to install.

Global Rules Features: Feature description:
e e Instance Features The configuration and operation of each ~
Product Updates Shared Features instance feature of a SQL Server instance is

lient Tools Connectivity isolated from other SQL Server instances. SOL
lient Tools Backwards Compatibility Server instances can operate side-by-sideon v

lient Tools SDK Prerequisites for selected features:

Install Setup Files

Install Rules

Installation Type

anagement Tools - Basic

Already installed: -
License Terms -
. L!\JéalnagecmantTnnls SEﬂKmp‘HE - Windows PowerShell 2.0
Feature Selection QL Client Connectivity Micrnenft NET Eramewnrk 3.5 v
Feature Rules Redistributable Features < >
Feature Configuration Rules Disk Space Requirements
b= (eEpes Drive C: 1616 MB required, 7282 MB available
Complete
Select All Unselect All
Instance root directory: C:\Program Files\Microsoft SOL Server\
Shared feature directory: C:\Program Files\Microsoft SQL Servery

Shared feature directory (x86): C:\Program Files (x86)\Microsoft SOL Server\

< Back Next > Cancel Help

Tick the check box as marked in the figure above. Confirm and accept the following
steps with the default settings until the successful completion of the installation.

|
Complete

Your SAL Server 2014 installation completed successfully with product updates.

Global Rules
Microsoft Update

Informaticn about the Setup operation or possible next steps:

Product Updates Festure Status

Install Setup Fil & Management Tools - Complete Succeeded

et = @ Client Tools Connectivity Succeeded

Install Rules 1) Client Tools SDK Succeeded

Installation Type @ChentTools Backwards Compatibility Succeeded

License Terms @ Management Tools - Basic Succeeded

Feature Selection

Feature Rules

Feature Configuration Rules Details:

Installation Progress Viewing Product Documentation for SQL Server ~

Complete
Only the components that you use to view and manage the documentation for SQAL Server have
been installed. By default. the Help Viewer component uses the online library. After installing
SQL Server, you can use the Help Library Manager component to download documentation to
your local computer. For more information, see Use Microsoft Books Online for SQL Server

<http://go.microsoft. com/fwlink/?LinklD=299578>). "
Summary log file has been saved to the following location:

C\Program Files\Microsoft SOL Server\1204Setup Bootstraphlogh20190117 13392 1\Summary WRO-
ECOM-L36 20190117 1339218

Close Help

Backing up Rotor-Gene AssayManager v2.1 databases

You need appropriate rights for working with the SSMSE. It is crucial for working with
the management studio that the Windows account which was taken to perform the
installation task of the Rotor-Gene AssayManager v2.1 is used.
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First you have to establish a connection to the SQL Server system. The required server
name is a combination of computer name and SQL Server instance name. The name

of the used instance is RGAMINSTANCE. In an environment where the SQL Server
Management Tool is installed in which the Rotor-Gene AssayManager v2.1 is
installed, you can insert “\RGAMINSTANCE".

Hints for backing up a database

Before backing up the database you have to close the Rotor-Gene AssayManager
v2.1. Be sure that no runs are active and all changes are saved. Ensure also that all
remotely connected Rotor-Gene AssayManager v2.1 are shut down.

Note

With the installation of the Rotor-Gene AssayManager v2.1, a system of databases
was installed to cover all necessary tasks. It is important that all databases are
always backed up as a package. This is necessary since these databases are
interconnected and represent a certain state of the system at each point in time.

Back up the following databases:

e aspnetdb

e AssayManager

o All databases starting with “IdentArchive”

To access the option dialog, select the context menu entry for the desired database
according the following figure.
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' Microsoft SQL Server Management Studio

File Edit Yiew Tools Window Community Help
‘D Newouery [y [y 5 A 4 K

Object Explorer

Connect~ | @) ) m T 3] & |

= LB ADMIN-399315EB6\RGAMINSTANCE (SQL Server

= [ Databases
# [ System Databases
® | J aspnetdb
®
@ | Idents MNew Database. ..
® [ Security New Query
[+ [ Server Ob )
@ [ Replcatio Script Database as 3
® [ Manageme|  Tasks » Detach...
Policies » Take OFfline
Facets Bring Online
Start PowerShell Shrink »
Reports » Back Up...
Rename Restore 3
Delete Generate Scripts, .
Refresh Publish using Web Service...
Properties Import Data...
Export Data...

1. The “Back Up Database” dialog opens with the “General” page by default. Check
that the correct database name is displayed in the “Database” list box.

. Select “Full” in the “Backup type” list box.

. Enter a name for the backup and optionally enter a description.

. Set “Backup set will expire” to 0 days in order to ensure that the back up will not
expire.

A OWDN
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I Back Up Database - AssayManager
Select a page B Sciipt ~ [7Y Helo

Source

D atabase: A szayhd anages
Recovery modek
Backup Lipe: Full w
(] Copy Only Backup
Backup component:
(*) Database

Backup set
Name: AszayManager-Full Database Backup

Descriptior:
Backup set will expire:
 Connocton N " S o
‘ QO On:
Server o
ADMIN-339318EBE\RGAMING T | Destinalion
: +) Disk
Cormeciion: Back up to: @® Di
ADMIN-339318EBE \Adrinistrator C-%Program Files\Miciosoft SOL ServertMS50L10 S0 RGAMINS TANCEWMSS

8¢ View cornection properties

Ready

[ ok ][ cance |

5. The default destination of the back up is “c:\Program Files\Microsoft SQL
Server\MSSQL14.RGAMINSTANCE\MSSQL\Backup\” plus the database name
with the file extension “.bak” (e.g. “AssayManager.bak”). It is not recommended to
change the paths.

Note

The file name has to be identical to the database name with the file extension

“ bak”:

e aspnetdb

e AssayManager

e IdentArchive<three digit no>-<UUID>

Copy the content of the Name field of the Backup set section without the default
extension “-Full Database Backup” and add “.bak”.

6. Inthe “Back Up Database” select “Options” in the “Select a page” panel to view
the advanced options. In “Overwrite Media” choose the “Back up to the existing
media set” and “Overwrite all existing backup sets” options.
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F Back Up Database - AssayManager
Selectapage B
=gy + L8 Script ~ Y Help
“4 Options |
Ovensite media

(¥) Back up to the existing media set
) Append to the existing backup set
() Overwiite all existing backup sets
[ Check media set name and backup set expiration
Media set name:
() Back up to a new media zet, and erase all existing backup sets

New media set name:
Mew media set description:

Reliability
Werify backup when finished
[[] Peifom checksum before wiiting to media

| Connection | [J Continue on error

Server Transaction log

ADMIN-333318EBB\RGAMINS T

Connectiar:
ADMIN-399318EBB\Administrator

9 View connection properties | Tape dive
Ready Compression
Set backup compression: Usge the default server setting

CBEX

(

0K

I[ Cancel ]

7. Select “Verify backup when finished” in the “Reliability” section.

8. Click “OK".

9. Once the database is successfully backed up you will get a popup message similar

to the one shown in the below screenshot.

Microsoft SQL Server Management Studio

i J The backup of database 'AssayManager' completed successfully.
EE]

10. Proceed similarly with the other databases.

Note

Ensure that the back-up files are stored at a secure location after completion. The
files have to be handled as a bundle since the related databases are interconnected.
Performing a database recovery has to be done with the entire bundle. Otherwise

unpredictable behavior may occur.
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Restoring a Rotor-Gene AssayManager v2.1 database back up
With the recovery of the databases of the Rotor-Gene AssayManager v2.1 you should
be able to recreate the application, e.g. after a crash of the hard disc.

Precondition

Before restoring the databases of the Rotor-Gene AssayManager v2.1 you need a
successful installation of the application and all previously installed plug-ins. The
successful installation ensures that the necessary structures in the SQL Server are set up
correctly. Keep in mind that the recovery will overwrite all data, like worklists or
experiments, which were created since the installation. Furthermore, all data since the
last back up are lost.

Note
It is important to set up the system with the version which was used before the
recovery.

Note

You have to restore all database packages resulting from a backup (described in
the preceding sections). The databases are interconnected internally. Just restoring a
single SQL Server database can lead to unpredictable behavior or malfunction of
the Rotor-Gene AssayManager v2.1.

Before restoring the databases you have to close the Rotor-Gene AssayManager.
Ensure also that all remotely connected Rotor-Gene AssayManager v2.1 instances are
shut down.

Restore a database
The following steps describe how to restore a database.

1. Open the SQL Server Management Studio and connect the SQL Server instance
“RGAMINSTANCE". See section “Backing up Rotor-Gene AssayManager
databases” for details.

2. In the object explorer expand the instance and the “Databases” entry. The relevant
databases are

e “aspnetdb”,
e “AssayManager”, and
e “IdentArchive...”. Multiple archives can exist, depending on the number of

processed assays.

3. Initialize the recovery of a database by opening the context menu of the database
and selecting the corresponding menu entry as shown in the figure below.
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File Edit View Debug Tools Window Community Help
S NewQuery | [y |3 &5 i 4

Connect~ 4] & o f@g
@ £ ADMIN-399318E \SQLEXPRESS (SQL Server 10.50.4000 - GLOBAL\schindlr)
= [f ADMIN-399318E \RGAMINSTANCE (SQL Server 10.50.4000 - GLOBAL\schindlr)
= J Databases
[ [ System Databases
T
@ | AssayMal New Database...
@ | IdentArel New Query D-dd873306992¢
& [ Security Script Database as  »
@ (3 Server Obj
@ (3 Replication Tasks » Detach...
@ @ Managemen Policies » Take Offline
Facets Bring Online
Start PowerShell Shrink »
Reports » Back Up...
Rename Restore » Database...
Delete Generate Scripts... Files and Filegroups...
Refresh Extract Data-tier Application... Transaction Log...

e ~ e e A e

This opens the “Restore Database” dialog:
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Destination for restore

Select or type the name of a new or existing database for your restore operation.

To database: aspnetdb

To a poirt in time: Most recent possible
Source for restore -

Specify the source and location of backup sets to restore.

) From database: aspnetdb

@ From device:

Select the backup sets to restore:
Restore  Name

Connection

Server.
HIL-SCHINDLR-LT\RGAMINSTAI

Connection:
GLOBAL \schindir

3J View connection properties

Progress
Ready

Leave the section “Destination for restore” untouched.
In the section “Source for restore”, select the option “From device”

Locate the backup via the browse button -]

No o

button.

In the dialog “Specify Backup” open the file selection dialog by clicking the “Add”
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Specify the backup media and its location for your restore operation.

Backup media: File
Backup location:
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Select the file:
! 3 ns -
. @-{3 IS Bxpress
- m-Ca Intel
. -3 Intemet Explorer
- @3 Microsoft Help Viewer
. B3 Microsoft Identity Extensions
. -3 Microsoft Office
. @[3 Microsoft SDKs
. @[3 Microsoft Siveright
. =-C3 Microsoft SQL Server

i

-3 100
@@ 110
=3 80
=3 %0
=-3 MSSQL10_50 RGAMINSTANCE
i =-{3 mssaL
=-{_3 Backup
0
) AssayManagerbak
- =[] IdentArchive001-d7c05e90-50F 3-45a5b % 0-dd8:
-3 Binn
-3 DATA
#-{3 Instal
@3 JOBS i
i £ w3 lan
< | M | 3
Selected path: C:\Program Files\Microsoft SQL Server\MSSQL
Files of type: | Backup Fies("bak."m) v
File name: aspnetdb bak
[ ok ][ cancel |
— —_—————

8. Navigate to the .bak file of the selected database (here aspnetdb.bak) and confirm
with the “OK” button.

9. Confirm the selection in the “Specify Backup” dialog as well.

10.Select the backup by ticking the check box in the list

11.Select “Options” in the “Select a page” pane (left side) and set the options as
shown in the next figure.
The entries of the section “Restore the database files as:” have to be left
untouched. They are set through the steps 5 to 10.
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Selecta page Eseret ~ [ Heb

42 General
E‘ Options
Restore options
V] Qvenwrie the existing database (WITH REPLACE)
[7] Presesve the replication settings (WITH KEEP_REPLICATION)
] Prompt before restoring each backup
[ Restrigt access to the restored database (WITH RESTRICTED_USER)
Restore the database files as:
Original File Name File Type Restore As -
aspnetdn Rows Data C:\Program Files'\Microsoft SQL Serv..
E aspnetdb_log | Log C\Program Files'\Microsoft SQL Serv... —
4 i »
Recovery state
& Leave the database ready to use by roling back uncommitted transactions. Addiional transaction logs cannot be
restored (RESTORE WITH RECOVERY)
Connection ional, and do not roll back. d ions. Addtional ion logs can be

Legve the database non-operational
-~ restored (RESTORE WITH NORECOVERY)

Server:
HIL-SCHINDLR-LT"\RGAMINSTAI

Leaye the database in read-only made. Unda uncommitted transactions, bit save the undo actions in a standby file so

Connection: s
GLOBAL \schinds that recovery effects can be reversed (RESTORE WITH STANDEY)

47 View connection ies
Progress

W) successiudy. @ The Full-Text Upgrade Option server property controls whether fulltext indexces are imported, rebult, or reset,

12.Confirm the settings by clicking the “OK" button.

The successful recovery is confirmed with:

‘.-’ "_“\l The restore of database 'aspnetdb’ completed successfully.

o

3

43

Perform these steps with the “aspnetdb” and “AssayManager” database.

Restore an archive database

The archive databases need special treatment because of their unique naming
property. After a fresh installation of the Rotor-Gene AssayManager v2.1, no archive
database is created until the application is started. The first start of the application
creates an (empty) archive database. This archive database has to be removed since
the backup of the “AssayManager” database references (an-) other database(s).
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1. To remove the useless default archive of the current installation open the context
menu by pointing to the archive database and clicking the right mouse button and
select “Detach...”.

= [ Databases
@ [ System Databases
@ | ) aspnetdb
® | ) AssayManager

ST | 1dentArchive001-d7 c05e90-50f3-45a5-b90-dd878306392e

= L Secu MNew Database...
@ (3 Serv, New Query
® [ Repl

Script Database as 3
= L3 Man 'P

Tasks » l Detach...

2. In the opening “Detach database dialog” click “OK".

For restoring the appropriate backup of an archive database related to an
“AssayManager” database:

3. Open the context menu of the “Databases” entry in the object explorer pane via
right mouse button click and select the “Restore Database...” menu entry.

= a
—

& MNew Database..,

+_ I[_‘i : Attach...

]
® Ca Secu‘ Restore Database...
@ [ Servi Restore Files and Filegroups...
51] L_': E:fi Start PowerShell

This opens the “Restore Databases” dialog (see section “Restore a database”) without
a preselected database.
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Select a page % Script ~ [y Help

Destination for restore

Sedect or type the name of a new or existing databass for your restore operation.

To database: | -
To 3 point in time: Most recent possible j

Source for restore

Specify the source and location of backup sets to restore.

@ From database: -
From device:

Selact the backup sets to restore:
Restore Name Componert Type Server Database Postion First LSMN  Last LSN  Checkpoint LSN

Connecton

o
HIL-SCHINDLR-L1"\SQLEXFRES!

Connection:
GLOBAL schindr

&y View conneclion properties

Progress
Ready

4. Provide the correct archive database name in the “To database” field in the
“Destination for restore” section.

Note

It is crucial to copy the name of .bak backup file without the .bak file extension (e.g.
IdentArchive001-d7c05e90-50f3-4505-b9f0-dd878306992¢)

5. Proceed from here on as described in section “Restore a database” step 5

Final steps
In the last step the restored databases must be set up in a way that the access from the
Rotor-Gene AssayManager v2.1 is possible.

Prepare aspnetdb database
In the first step, the original SQL Server user “MembershipUser” has to be cleared.
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1. Expand in the object explorer the “aspentdb” database according to the following

figure

= |J aspnetdb
+ [ Database Diagrams
% [_J Tables
® L Views
# L Synonyms
| L3 Programmability
# [ Service Broker
| 3 Storage
[ Security
- [ Users

|8, dbo

I guest

+

+

&, INFORMATION_SCHEMA

Y MembershipUse

& sys

+) 1 Roles

# [ Schemas

# [ Asymmetric Keys

+ [ Certificates

# [ Symmetric Keys
@ | AssayManager
® | J IdentArchive001-b89el92b
[ Security
[ Server Objects
[ Replication
4 Management

2. Select the “Delete” entry of the context menu for the “MembershipUser” item
3. In the opened dialog confirm the deletion by clicking the “OK" button.

The next steps associate the SQL Server login with the database. Do not mix up the

MNew User...

Script User as

Policies

Facets
Start PowerShell
Reports

Rename

Delete

Refresh
Properties

Logins folder with the Users folder.

1. Expand the “Security” entry on the first level under the database instance and the
subsequent “Logins” entry in the “Object explorer” pane
2. Select “MembershipUser” entry, open the context menu, and click the “Properties”

menu item.
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L; Microsoft SQL Server Management Studio
File Edit View Debug Tools Window Community
(D NewQuery | [y | [ |5 W 4 .

&=

Connect~ 47 &) Z B
= [ ADMIN-399318E1\SQLEXPRESS (SQL Server 10.50.4000 - G
@ [ Databases
= [ Security
= [3 Logins
&, ##MS_PolicyEventProcessingLogin®#
&, #EMS_PolicyTsqlExecutionLogin®®
A AssayManagerUser
A GLOBAL\HIL-SCHINDLR-L1$
A GLOBAL\schindir
& = DEe D
o] NT SERVICE\MS New Login...
& NT-AUTORITAT Script Login as »

& 5a .
#5 VORDEFINIERT\ Policies 4
@ [ Server Roles Facets

# 1 Credentials
@ 3 Server Objects
@ [ Replication Reports »
# [ Management

Start PowerShell

Rename
Delete
Refresh
| Properties |

3. In the opened “Login Properties” dialog, click the “User Mapping” entry in the
“Select a page” pane.

4. Adjust the “User mapped to this login” section and “Database role membership
for: aspnetdb” section according the following figure:
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Connection

_Roles_Basichccess
Sarver _Roles_FullAccess
HIL-SCHINDLR-L1\SGLEXPRES! ] _Foles_ReponingAccess
db_accessadmin
GLOBAL schindr J db_backupopesior
| db_datareader

97 View coonection properties | [T db_datamrter

5. Confirm the settings by clicking “OK”

Prepare AssayManager and the archive databases

In the first step, the original SQL Server user “AssayManagerUser” has to be cleared.

1. In the object explorer expand the “AssayManager” database according to the
following figure
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= | J AssayManager

[ Database Diagrams
[ Tables

3 Views

[J Synomyms

[ Programmability
[ Service Broker

FH FH FH FH =

e

= [J Storage
= A Security
= 3 Users
sz Managerlsg
L&, dbo Mew User...
£, guest Script User as 3
i, INFORMATION_S Policies X
i sys
= 3 Roles Facets
# [ Schemas Start PowerShell
= [ Asymmetric Keys
® 3 Certificates Reports b
= 3 Symmetric Keys Rename
@ | J IdentArchive001-b89e192b-€
] ; Delete
[ Security
[ Server Objects Refresh
[ Replication —
[ Management .

2. Select the “Delete” entry of the context menu for the “AssayManagerUser” item
3. In the opened dialog confirm the deletion by clicking the “OK" button.

In the next step associate the SQL Server login with the database. Do not mix up the
Logins folder with the Users folder.

1. Expand the “Security” entry and subsequent “Logins” entry in the “Object
explorer” pane

2. Select “AssayManagerUser” entry, open the context menu, and click the
“Properties” menu item (similar to “Prepare aspnetdb database”).

3. Inthe opened “Login Properties” dialog, click the “User Mapping” entry in the
“Select a page” pane.
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4. Adjust the “User mapped to this login” section and “Database role membership
for: AssayManager” section according the following figure:

IdertArchive001408%1...  dbo
magter

madel

madb

tempdb

|l
el
B
B8
B
[l

Connection

Server:
HIL-SCHINDLR-L1\RGAMINSTAI
Connection:

GLOBAL \gchindir

37 View connection properties

Progress
Ready

5. Leave the settings for all databases whose names start with “IdentArchive”
untouched.

6. Confirm the settings by clicking “OK".

1.8 Troubleshooting

This section provides information about what to do if an error occurs when using
Rotor-Gene AssayManager v2.1.
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Resolving error messages and warnings

Error messages and warnings are displayed when a problem occurs during the
operation of Rotor-Gene AssayManager v2.1. 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

Rotor-Gene AssayManager v2.1 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..." at 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.
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@ Save support package

Look in [C: L l
Path  C:
Name a | Last modified .
1 | Recycle.Bin 1742012 9:42:55 AM []
) | 128be2fedd3f1b5dE84c0dd 1111072011 2:54:54 PM
| | 6681079d792d8217959a3d7elaZcEd 1001472011 5:35:21 PM
J | ck 262012 10:05:34 AM
) | Decuments and Settings THM472009 6:53:55 AM
) f4d3e6alb2debddeefd7c40d21 32672012 4:05:51 PM v
File name File type
SYBR _7c_20120405_1026_2PlextPlexAP_04052012_1( [ Zip files (*.zip) ¥ ]

0K ) Cancer ]

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 v2.1

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.

1.8.1 System Setup

This section contains information about potential errors during system setup.

Error description Comments and suggestions

Computer or Rotor-Gene Q Check the power connection. The power cable

does not turn on might be loose or faulty. Reconnect or replace the
cable.
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Rotor-Gene AssayManager
v2.1 cannot communicate with
the cycler

Rotor-Gene AssayManager
v2.1 does not start

a) Rotor-Gene AssayManager
v2.1 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 2.1
does not work properly and
freezes before the user can
log-in

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 v2.1.

Install Rotor-Gene AssayManager v2.1.

Rotor-Gene AssayManager v2.1 can only be
operated with Windows 7 or 10.

Rotor-Gene AssayManager v2.1 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 v2.1.

All Rotor-Gene AssayManager v2.1 installations
that use the same database must have installed:
e the same plug-in versions

e 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 2.1 is compatible with
32-bit and 64-bit versions of Windows 7 or 10.
Update your computer to Windows 7 or Windows
10, or install Rotor-Gene AssayManager v2.1 on
another computer with a compatible Windows
version.
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1.8.2 Operation

This section contains information about potential errors during operation of Rotor-

Gene AssayManager v2.1.

Instrument-related errors

Error description

No or weak fluorescence signal
detected

Erroneous instrument performance

Run cannot be started

Software-related errors

Error description

Second Rotor-Gene AssayManager v2.1
installation cannot access data from
another installation

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.

Comments and suggestions

If several Rotor-Gene AssayManager
v2.1 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 v2.1
data.

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

1-406



QIAsymphony AS result file cannot be
imported to Rotor-Gene AssayManager
v2.1

The background in plots is printed in
black

General errors

Error description

Incorrect rotor loading

Missing locking ring

Rotor-Gene AssayManager v2.1 is only
compatible with QlAsymphony software
version 5.0. Update your QlAsymphony
system to the latest software version.
Furthermore the QIAsymphony AS result
file has to match an assay profile in the
Rotor-Gene AssayManager v2.1
database.

Some printer drivers are configured in a
way that transparent background colors,
which are used in the Rotor-Gene
AssayManager v2.1 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.

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.
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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

1.8.3 Error Messages and Error Codes

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 worklist
setup, the sample details and their
respective positions can be displayed or
printed using the "View sample details..."
or the "Print worklist..." 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.

The source of a message is indicated in the error ID. The general structure of an error

D is:
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Error/warnings text —— = Enter a valid password. Insert password

Error icon Error headline

rules. (1010026)

Error ID

s, -

The following list provides all error messages that might occur during operation of
Rotor-Gene AssayManager v2.1. 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
30001

30002
30003

30004

30005
30006
30007

Failed reading the permissions file {0}.
Wrong Silicon Laboratories CP210x driver version was found on the system.
Only CP210x driver of version 6.5.3 should be installed. Please remove the

wrong CP210x drivers and restart the application. The application will exit now.

The permissions file {0} has an invalid document format.

Silicon Laboratories CP210x driver of version 6.5.3 was not found on the system.

Please install the driver and restart the application. The application will exit
now.

Unexpected error with user activity timer. Application has to terminate. Please
contact your administrator.

License check has failed. Contact QIAGEN support.

Could not find the permissions file {0}.

Assign at least one role to user {0}.
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30008

30009

30011

30012
30013

30014
30015
30016
30017
70000
70001

70002

150000

150001

150002

150003

150008

150009
150022
150023

150024
150028
150029

150030
150032
150035

The following roles in the database are obsolete: {0}. Contact QIAGEN Technical
Services.

Could not find the following role '{0}' in the database. Contact QIAGEN
Technical Services.

The database connection is lost. Running experiments will continue; they will
be saved automatically into the database as soon as the connection is restored.
Log in again. If the problem persists, contact your system administrator.

No valid license file is selected.

The application initialization failed because the database connection is not
available. The application will exit now. Contact your local administrator.

License key file generated successfully.

Trial license has been expired.

Access to the following path is denied: '{0}'. Select another path.

Rotor-Gene AssayManager is already started on this computer

The analysis of assay with name {0} (version {1}, application mode {2}) failed.
There is not assay profile available with name {0}, version {1} and application
mode {2}.

Plug-in {0} (version {1}, application mode {2}) does not provide an analysis
service.

At least one error still exists (see messages). Please fix the error first, before
settings can be saved.

There is already a profile in the database with the same name and version. The
file you selected will not be imported.

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.

Enter a valid user ID (User ID must not contain comma).

The resource has an invalid document format. Contact QIAGEN Technical
Services.

{0} must not be empty.

This cycler name is already in use. Enter a different cycler name.

There is no cycler with the serial number {0} connected. Enter the correct serial
number.

The cycler with the serial number {0} is already registered as {1}.

Enter avalid serial number.

The file contains an incomplete or invalid assay profile. The file will not be
imported.

Enter a valid assay profile path.

The file cannot be read. It will not be imported.

In Closed Mode, you can only import profiles distributed by QIAGEN. The file
you selected will not be imported. Login in User Defined Test Mode to import
this file.
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150036

150040
150041
150042
150043
150045
150047
150048

150049
150050
150069
150070

150076
150077
150078

150084

150087

150088

150092
150093

150095
150113
150114

150115

150118

150119

150120
150127

In User Defined Test Mode, you cannot import profiles distributed by QIAGEN
for the Closed Mode. The file you selected will not be imported. Loginin
Closed Mode to import this file.

Enter a valid first name (1-50 characters).

Enter a valid last name (1-50 characters).

Enter a valid user ID (1-40 characters).

Assay Profile could not be imported.

A user profile with the same user ID already exists. Enter a different user ID.
The entered passwords do not match. Enter and confirm password again.

The connected cycler reports a firmware version ({0}.{1}.{2}) that is not
supported. The cycler cannot be used.

Enter an initial password.

The password must not be the same as the user ID. Enter a different password.
Enter a valid numberin the ,Auto-Lock timer” field (0-60). 0 means the
application is never locked.

Enter a valid password renewal interval (0-999 days). 0 means the password
never expires.

Define the default for the worklist name.

Define a default for the experiment name.

Enter a valid password renewal interval (0-999 days). 0 means the password
never expires.

Enter a valid number in the ,Auto-Lock timer” field (0-60). 0 means the
application is never locked.

Enter a valid password renewal interval (0-999 days). 0 means the password
never expires.

The connected cycler reports an optical configuration that is not stored in the
database. The cycler cannot be used. Select another cycler.

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

Select a date in the future for the next verification date. Keep the field empty if
the verification notifier shall not be used.

Shorten the verification comment to max. 256 characters.

{0} could not be loaded. The file reading failed. Select a different image file.
The assay profile could not be activated. It refers to assay parameter set names
already present in the following active assay profile(s): {0}

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}.

The combination of first name and last name must not contain all the three
words "QIAGEN", "Service", and "User" together.

The user ID must not contain all the three words "QIAGEN", "Service", and
"User" together.

The assay profile is not finalized. Finalize the assay profile.

Enter a valid password (8-40 characters).
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150131
150132
150138
150140
150141
150142
150148
190000

190001

190002

190005
190006
190007
190008
190009

190011
190012
190014
190015
190017
190018
190019

190023
190028
190034
190035
190036
190038

190039
190040

190045
190049
190051
190053
190054

Shorten the user-definable section for experiment name to max. {0} characters.

Shorten the user-definable section for worklist name to max. {0} characters.
Assay Profile export failed because:

The user ID must not contain white spaces.

Failed to read administration data.

Enter a valid user ID with at least one non-numerical character (1-40 characters).

An error occurred during report generation. Retry report generation.

The unique application ID is not stored in the registry. Contact your local
administrator.

Cannot read the unique application ID that is stored in the registry. Contact
your local administrator.

Cannot write Rotor-Gene AssayManager unique application ID to the registry.
Start the application again with administration rights.

Rex file export canceled. No file was written.

Rex channel reference key not found.

The experiment {0} was removed in the meantime.

The file codec differs to the expected codec UTF-8

The product license has been removed. To continue with Rotor-Gene
AssayManager provide a valid license file.

No valid license

No valid license file is selected.

Trial license has been expired.

File {0} does not exist.

The provided file path is invalid. Enter a valid path.

Path too long. : {0}

The resource has an invalid document format. Contact QIAGEN Technical
Services.

Rex file export failed. Reason: {0}

Specify experiment to export.

Signature could not be validated.

Failed reading the file

Signature could not be validated.

The access to the selected file or folder is denied. Select a different file or
folder.

Unexpected I/0 error with file {0}. Contact QIAGEN Technical Services.

A unsupported operation was called on the file-system or memory resources.
Contact QIAGEN Technical Services.

File {0} does not exist.

The provided file path is invalid. Enter a valid path.

XML ssignature invalid.

Path too long. : {0}

The resource has an invalid document format. Contact QIAGEN Technical
Services.
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190055

190056
190057

190067

190162
190163
190205
190207

190208

230000
230002
230003
230004

230005
230006
230010
230011
230012
230013
230014
230015
230016
230017
230019
230020
230021
230022
230023
230055
270000

270001

270002
270003

The access to the selected file or folder is denied. Select a different file or
folder.

Unexpected I/0O error with file {0}. Contact QIAGEN Technical Services.

A unsupported operation was called on the file-system or memory resources.
Contact QIAGEN Technical Services.

The file was created using Rotor-Gene AssayManager {0}, it cannot be opened.

Make sure the versions are the same.

File {0} not found.

Failed to open the file {0} in the default viewer.

The Experiment '{0} cannot be exported. The following error occurred: {1}
The given run profiles are not cycling compatible. Therefore, these profiles
cannot be merged.

One of the run profiles contains a run profile entry of an unsupported type.
Select another run profile.

Enter a correct amount of steps per cycle: {0}. Max. 5 steps are supported.
Tube position {0} is missing in the tube list.

The tube positions do not start at 1. Start with tube position 1.

The tube position {0} occurs more than once in the tube list. Enter a unique
tube position in the tube list.

The profile name is too long.

Run profile must contain at least one run profile entry.

The worklist assay {0} must contain at least one test sample.

The worklist assay {0} does not contain a valid assay kit. Enter a valid assay kit.
The worklist tube at position {0} is marked as invalid.

Enter a valid worklist name (1 to 80 characters).

A worklist needs to contain at least one assay.

Enter a valid reaction volume (min. 1).

The sample {0} does not contain a target. Define a target for sample {0}.
The given {0} path does not exist. Select another existing path.

Enter a valid name of the detector ({3} to {5} characters).

Enter a valid position of the detector (min. {3}).

Enter a valid name of the emittor ({3} to {5} characters).

Enter a valid position of the emittor (min. {3}).

Enter a valid name of the optical configuration ({3} to {5} characters).

Auto import QlAsymphony worklists

The public token of the plug-in does not match with the public token
configured in the database. Plug-in: {0}.

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.

Unexpected length for an array of doubles!

Rotor-Gene AssayManager is needed in version {0}, you have installed version
{1}. Please contact your system administrator to upgrade your installation. The
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270004

310001
310006
310007

350000

350001
350002
350003

350004

350005
350008
350009
350010
350011
350012
350013
350014
350015
350016
350019
350034
350038
350039

390000
390001
390002
390003
390004
390005
390006
390008
390009
390011
390015

application will exit now

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.

Could not load the plug-in assembly.

Plug-in not found for provided key.

Assembly name information does not match with the configuration of the plug-
in.

Entered profile name is invalid because this name is always used to show a new
report profile. Enter a different name.

Enter report profile name.

Enter a valid report profile name (1-50 characters).

Entered profile name is invalid, because it is a reserved device name. Enter
another name.

The following characters are not allowed: / “>< | : ¥ ?\ . Enter a different name
without special characters.

Failed to generate report.

The entered profile name is already used. Enter a unique name.

Report cannot be rendered as it is not generated.

Failed to generate audit trail report.

File {0} not found.

The report profile name must not contain leading and/or trailing white spaces.
Failed to create file {0}.

Failed to open the file {0} in the default viewer.

The import of the report profile failed. Reason: {0}

The export of the report profile failed. Reasons: {0}

Failed to delete the report profile.

Selected report profile is already deleted. Select another report profile.

The data cannot be used.

The export of the QIALink/LIMS result file failed. The samples were only saved
but not released.

Select at least one assay profile.

Enter a cycler serial number.

Enter a valid cycler serial number (1-{0} digits).

Enter a valid end date.

The end date must be after {0}.

Enter an experiment name.

Enter a valid experiment name (1-{0} characters).

Enter at least one sample ID. Separate multiple sample ID’s using the enter key.
Following assays could not be removed:

Enter a valid sample ID (1-{0} characters).

Enter max. {0} sample IDs to filter
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390016

390017
390018

390019
390021

390022

390023
390024

390026
390034
390039
390040
390052
390054
390065
430000

430001

430003
430004
430006

430008

430010

430011

430012

430013

430015

430016
430023

The Rotor-Gene AssayManager Experiment from file '{0}' cannot be imported.
The following error occurred: {1}

The experiment {0} was removed in the meantime.

The assay(s) of experiment {0} will be closed as the experiment was removed
in the meantime.

The assay(s) of the deleted experiment will be closed.

The experiment cannot be imported as the following assay profiles are missing:
{0}

Could not find a matching assay profile in the database for the given
experiment. Select another experiment.

The assay(s) have already been deleted.

In {0} mode, you can only import experiments belonging to the {0} mode. Login
in {1} mode to import this file.

The environment '{0}' is not supported.

Select at least one assay status

Report generation failed. Reason: {0}

Failed to create support package. Reason: {0}

Failed to create log file. Reason: {0}

Copy operation is cancelled. Selected cell(s) should be contiguous.

RGAM Experiment export failed because:{0}

The channel {0} does neither have gain nor auto gain. The run cannot be
started.

The required channel {0} on the selected cycler could not be found. The run
cannot be started.

Initialize the experiment summary view before preparation.

This worklist cannot be used in {0} mode.

No cycler device could be found. Restart the application or, if necessary, the
computer and the application. Scan again for connected devices.

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.

The process cannot be started. The instrument {0} is already busy with another
process.

The cycler {0} is not connected to the system. Connect the cycler with the
system.

The run could not be started on the cycler with the serial number {0}. Make sure
the lid is closed.

No cycler environment controller is available. Contact QIAGEN Technical
Services.

Initialize the view model {0} before reaching the Prepared state.

The CyclerEnvironmentController must be initialized before any operation.

The merged contains a wrong acquisition type: {0}. Expected {1}. The run cannot
be started.
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430024

430030
430032

430033

430035

430037

430038

430039

430040

430041
430042
430043
430049

430050

430051
430055

430056
430057

430058
470000
470001
470002

470003

470004

470005

Within one cycle, the runProfileEntrylndex must not change. The run cannot be
started.

The run was stopped. For more information see experiment error log.

The cycler with the serial number {0} cannot be modified in the current state.
The current cycler state is: {1}. Contact QIAGEN Technical Services.

The optical configuration with the ID {0} is not supported by the system. Select
another optical configuration.

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.

No assay profile was found for tube position {0}. Check the worklist setup and
the assay profile for consistency.

No sample was found for tube position {0}. Check the worklist setup and the
assay profile for consistency.

The number of tubes configured in the samples exceeds the capacity of the
rotor. Reduce the number of tubes for that rotor.

The tube positions assigned to the sample are notin the right range. Check
worklist setup and assay profile for consistency.

The analysis of experiment {0} failed.

Enter a valid password.

This user is deactivated. Contact your local administrator.

One or more assays are currently open in Approval. Close them in order to go to
Approval directly from here.

This user was deactivated because the password was entered wrong too many
times. Contact your local administrator. The current session will be closed.

An error occurred during the initialization of the device. Re-initialize the cycler.
The Experiment has been run in {0} mode. Please log out and log in in the {0}
mode to start the approval.

The run has been interrupted by Windows Hibernate mode.

The connected cycler reports a firmware version ({0}.{1}.{2}) that is not
supported. The cycler cannot be used.

Persistence Exception

No experiment name is entered. Provide an experiment name.

The specified experiment name is a reserved name. Select a different name.
The selected cycleris not available. Select a different cycler which is ready to
use.

The selected cycleris not available because it has not yet been released.
Release the cycler first.

There is no cycler configured at the selected position. Select a different cycler
or contact your local administrator.

No matching cycler available for this experiment. Contact your local
administrator.
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470006

470007

470008

470010

470011

470012
470013

470014
470015
470016

470017

470018

470019

470020

470021

470022

470023

470024

470025

470026

470027

470028

Select a cyclerin the cycler selection table by activating the appropriate radio
button in the “Select” column.

The entered experiment name is invalid. Enter a unique experiment name (1-
80 characters)

The chosen experiment name has already been used in the meantime. Select a
different experiment name.

No assay profile present in the worklist. Complete the worklist setup before
continuing.

The worklist has been removed by another user in the meantime. Check
available worklists.

Enter a valid external order ID (1-40 characters).

The number of samples for assay profile {0} exceeds the number of free
positions on the rotor. Decrease the number of samples accordingly.

The current worklist does not contain an assay profile. Add an assay profile.
Enter the number of samples for assay profile {0}.

The assays of this worklist contain more samples than the rotor has capacity for.
Reduce the number of samples for that rotor.

The selected assay profile {0} is not compatible to the current worklist. The
rotor types are not identical.

The available assay profile {0} is not compatible to the current worklist. Not all
assay profiles define a cycling group. Check assay profiles and worklist setup for
consistency.

The available assay profile {0} is not compatible to the current worklist. Reason:
Either the available assay profile or the already selected assay profile is marked
as to run exclusively.

The assay profile {0} is not compatible to the current worklist. Assay profiles are
not assigned to the same cycling group. At least one selected assay profile has
been defined as "exclusive use only".

The selected assay profile {0} is not compatible to the current worklist.

The selected assay profile {0} is not compatible to the current worklist. The
reaction volumes are not identical.

The selected assay profile {0} is not compatible to the current worklist. The
thermal cycling profiles are not identical.

The available assay profile {0} is already added to the current worklist. Proceed
with the worklist setup.

There are not enough free positions on the current rotor to fit the initial tubes
of the assay profile. Check the assay profile and the selected rotor for
consistency.

The assay profile {0} is deactivated.

The current worklist contains the deactivated assay profile {0} version {1}.
Select an activated assay profile.

The entered bar code contains an expired kit expiration date.
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470029

470030
470031
470032
470033
470034
470035

470036

470037

470038

470039
470040

470041

470042

470043

470044

470045

470046
470047

470048

470049

470050
470051
470052
470053

470054
470055

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.

The entered bar code is invalid. Enter the bar code again.

Scan or enter a valid bar code (17 — 23 digits).

The current worklist contains an expired assay kit on assay profile {0}.

Enter a valid kit lot number (4-10 digits) in the worklist.

There is no valid kit expiration date provided in the worklist.

Enter a kit lot number in the worklist either by scanning the kit barcode or by
manual input.

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.

The entered material number is invalid. Enter a valid material number (exactly
7 digits).

The kit lot number is invalid. Enter a valid kit lot number in the worklist (1-40
characters).

The material number in the worklist can contain a maximum of 40 characters.
The selected cycler has not an optical configuration which is compatible with
the worklist. Contact your local administrator.

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.

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.

There is no material number provided in the worklist.

The list of allowed material numbers of the assay profile does not contain the
extracted material number.

A worklist with the name '{0}' already exists. The existing worklist cannot be
replaced by the imported worklist.

Sample ID is not valid. Sample IDs for this assay must be unique.

The cycler cannot be used because it is due for verification. Select a different
cycler or contact your local administrator.

The selected assay(s) cannot be run on this cycler, as the cycler comes from a
different distributor.

The selected assay(s) cannot be run on this cycler, as they are not compatible to
{0} cyclers.

The assay profile does not contain material numbers.

The assay profile {0} does not contain material numbers.

An error occurred during report generation. Retry report generation.

Copying of the selected cells failed. Only adjacent cells can be copied. Copy and
paste the selected cells individually.

Paste operation is cancelled. Selected cell(s) must be editable for pasting.
Paste operation is cancelled. Selected cell(s) must be contiguous cell(s) of one
column.
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470056
470057
470058
470059

470060

470061

470062

470063
470064
470065
470066

470067

470068

470069

470070

470071

470072

470073

470074
470075
470076

470077
470078

470079

Paste operation is cancelled. Selected cell(s) must be contiguous cell(s) of one
column.

Paste operation is cancelled. Select some cell(s).

There is not enough space for the information to be pasted.

The database is full. Approve and release experiments in the Approval dialog to
allow new runs.

The run cannot be started. The assay profile(s) contained in the worklist might
have been deactivated or the worklist settings have been changed.

Cycler type of the selected assay profile {0} is not compatible to cycler type of
the assay profile(s) in the current worklist .

Distributed channel of the selected assay profile {0} is not compatible to
distributed channel of the assay profile(s) in the current worklist.

The sample comment must not exceed 256 characters.

Enter a valid sample ID (1-40 characters).

The sample ID must be filled in, not only with space characters.

Confirm that you have loaded the selected cycler and attached the locking ring
to the rotor.

The Rotor-Gene AssayManager Worklist '{0}' cannot be exported. The following
error occurred: {1}

A Rotor-Gene AssayManager worklist from file {0} cannot be imported. The
worklist was exported with a different application mode. Make sure the
application modes are the same.

The Rotor-Gene AssayManager worklist from file {0} cannot be imported.
Reason: The assay {1} contains an invalid assay kit. Select a worklist with a valid
assay kit.

The Rotor-Gene AssayManager worklist from file {0} cannot be imported. It
contains assay profiles which are either not installed or deactivated.

The Rotor-Gene AssayManager worklist from file '{0}' cannot be imported. It
contains assay profiles which are not available. Select another file.

The Rotor-Gene AssayManager Worklist from file '{0}' cannot be imported. The
following error occurred: {1}

The Rotor-Gene AssayManager Worklist from file '{0}' cannot be imported,
because it contains a rotor type that is not available.

The referenced assay profiles ‘{0} are not compatible to each other. Reasons:
The assay kit information check of APS '{0}' produced the following errors:

The assay profile '{0}' referenced by APS '{1}'does not refer to exactly one rotor
type.

The QlAsymphony AS result file '{0}' cannot be imported: Reason: '{1}'

The QIAsymphony AS result file at ‘{0} contains an invalid checksum. The file
cannot be imported.

The file '{0} does not match the QIAsymphony AS result file specification. The
file cannot be imported.
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470080

470081

470082

470083
470084

470085

470086
470087

470088
470089

470090

470091

470092

470093

470094

470095
470096

470097

470098
470099

470100
470101

470102

470103
470104

The number of assay points ({0}) exceeds the number of tube positions on the
rotor.

The unknown assay point state '{0}' of assay point '{1}' at position '{2}' is not
supported by Rotor-Gene AssayManager.

The unknown sample type '{0}' of assay point '{1} at position '{2}'is not
supported by Rotor-Gene AssayManager. Select another sample type.

The unknown slot name '{0}' is not supported by Rotor-Gene AssayManager.
No active assay profile matches the APS {0}, major version {1}, the QIAGEN
original setting 'not required' and the volume pair '{2} ul, {3} pl' explicitly.

No active assay profile matches the APS '{0}', major version '{1}', the QIAGEN
original setting 'required' and the volume pair '{2} ul, {3} ul' explicitly.

The pipetting scheme is not supported by Rotor-Gene AssayManager.

The reaction volume of the APS {0} is not supported by the corresponding
assay profile '{1}'.

The APS '{0} do not specify identical reaction volumes.

The created worklist test samples contain replicated sample IDs, but the
referenced Assay Profile {0} does not allow this.

The number of assay points is '{0}'. This number exceeds the number of tubes
on the rotor of the referenced assay profiles '{1}.

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.

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} pl' and '{4} ul',
respectively, but '{5} ul' and '{6} pl' were expected.

A matching assay profile was found for APS {0}, but it is not designed for use in
integrated workflows.

A worklist with the name '{0}' already exists in the database. The file '{1} may
already have been imported. Create a worklist with a unique name.

The assay profile {0} does not allow replicates. Remove the replicates.

The LIMS file at '{0} does not match the interface specification. The LIMS file
cannot be imported.

The resource has an invalid document format. Contact QIAGEN Technical
Services.

The referenced assay profiles are not cycling compatible. Reasons: {0}.

The referenced assay profiles are not assay compatible. Reason: The rotor types
do not match.

The QIALink/LIMS result file does not specify identical reaction volumes.

The referenced assay profiles are not assay compatible. Reason: The reaction
volumes do not match.

Your login mode : {0} does not match to the login mode {1} of the imported
worklist.

The sample arrangement does not match the assay profile '{0}".

The required assay profile '{0}, {1}.{2}.{3}"is not available in this system.
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470105
470106
470107
470108
470109

470110
470111

470112

470113

470114

470115

470116
470117
470118
470119

470120

470121
470122
470123

470124
470125

470126

470127

470128
470130
470131
470132
470133
470134

The QlAlink/LIMS worklist at {0} contains an invalid checksum.

The unknown login mode "{0}" is not supported by Rotor-Gene AssayManager.
The rotor type is not available in this system.

The unknown sample type "{0}" is not supported by Rotor-Gene AssayManager.
The unknown upstream status "{0}" is not supported by Rotor-Gene
AssayManager.

The file cannot be read. It will not be imported.

The resource has an invalid document format. Contact QIAGEN Technical
Services.

The file cannot be read. The system supports interface version {0}, but the file
is designed for version {1}.

Automatic import of following QlAsymphony AS result file(s) failed. The file(s)
must be imported manually.{0}

The path {0} could not be accessed. Automaticimport of QIAsymphony AS
result files is not possible.

The path {0} could not be found. Automatic import of QlAsymphony AS result
files is not possible.

{0} (Slot {1})

Automatic import of QIAsymphony AS result file {0} (Slot {1}) failed.
Automaticimport of QIAsymphony AS result file {0} failed.

The file '{0} does not match the QIAsymphony SP result file specification. The
file cannot be imported.

The QlAsymphony SP result file {0} contains an invalid checksum. The file
cannot be imported.

The QlAsymphony SP result file '{0}' cannot be imported: Reason: '{1}'

More sample IDs selected then available positions. Deselect {0} sample IDs.
The specified path {0} does not exist any more. Please update the configuration
setting path with correct path.

No valid samples contained in QlAsymphony AS result file.

The Rotor-Gene AssayManager worklist from file {0} cannot be imported. It
contains samples with invalid ids.

The Rotor-Gene AssayManager worklist from file {0} cannot be imported. It
contains assay(s) with invalid assay profile name.

The QIAlink/LIMS worklist at {0} contains assay(s) with invalid assay profile
name.

The QIAlink/LIMS worklist at {0} contains samples with invalid ids.

No worklist with assay rack ID {0} available.

{0} Sample IDs will be overwritten.

The applied worklist does not contain the entered assay rack ID {0}.

Paste operation is cancelled. Selected cell(s) must not contains empty tube.
“The file '{0} cannot be imported. The Rotor-Gene AssayManager only support
QlAsymphony 5.0 and above file version. Make sure the versions are the
same.”
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470135
470136
470137
470138

470139
470140
470141

470142
470143

470144

470145

470146
510001
510002

510003

510004

510005

510006
510007

510008

510009

510010
510011

510012
510013
510014

510015

"More than one worklists match the given rack ID. Select worklist manually."
Report cannot be rendered as it is not generated.

Failed to generate report.

The Kit reference '{0} of sample '{1}' does not match any of the given Kit
references.

The SP Batch ID '{0} of sample '{1}' does not match any of the given Batch ID.
The ICKitRef '{0} of sample '{1} does not match any of the given Kit references.
The QIAsymphony AS result file contains samples which are not expected by
the referenced assay profile.

The Rotor type {0} defined in the worklist does not fit to the assay profile.
The Reaction volume {0} defined in the worklist does not fit to the assay
profile.

The associated assay profile contains multiple rotor types or reaction volumes.
An unambiguous worklist cannot be created. Create and import assay profiles
with a unique combination of rotor type and reaction volume.

This worklist contains the outdated assay profile {0} version {1}. Create a new
worklist with an updated assay profile.

The kit expiration date for assay {0} is invalid. Provide valid kit expiration date.
Fatal exception error occurred during command execution: {0}

Make sure custom exception supports constructor with signature
'Exception(String, Exception)'!

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.

Device was disconnected. Reconnect the device and retry.

Fatal exception error occurred during Optical Temperature Verification (OTV)
run: {0}

Fatal exception error occurred during assay profile execution: {0}

Reset cycler status failed. Switch off the cycler, switch it back on again, and
restart application. If the error persists, contact QIAGEN Technical Services.
Fatal exception error occurred during command execution. Switch off the
cycler, switch it back on again, and restart application. If the error persists,
contact QIAGEN Technical Services.

Assay profile execution failed with error code {0}. Check the assay profile for
inconsistencies and retry the execution.

Update of OTV-calibration failed!

The air temperature has gone over 140° C. Check if the heater or the thermistor
are working properly. Contact QIAGEN Technical Services.

A communication error occurred. Contact QIAGEN Technical Services.

The machine's detector motor jammed. Contact QIAGEN Technical Services.
The communication with the cycler was lost. Switch off the cycler, switch it back
on again. If error persists, contact QIAGEN Technical Services.

Enter a valid verification date.

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

1-422



510016
510017
510018
510019
510020

510021

510022

510023

510024
510025

510026

510027
510028

670000
670001
670002
670003
670011
670016

670020
880039
900010

1010000

1010001
1010002

1010003

1010004

1010006

The lid has been opened during the run. Close the lid and restart the run.
Error cause that was previously flagged was solved.

The rotor has stalled or stopped.

The machine's source motor jammed. Contact QIAGEN Technical Services.
The cycler is taking too long to reach temperature. This can affect the assay
performance.

The temperature measurement thermistor has gone open circuit. Contact
QIAGEN Technical Services.

Undefined error. Switch off the cycler, switch it back on again, and restart the
application. If the error persists, contact QIAGEN Technical Services.

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.

The watchdog timer on the machine has reset it.

Melt acquisition cannot be performed with settings 'keep LED on' on more than
one acquisition channel selected. Check the assay profile for inconsistencies.
No rotors have been added. Run cannot be started. Check the rotor
configuration and the retry.

No shoots have been added. Run can't be started!

The requested rotor is not configured for this device. Check the rotor
configuration and retry.

Enterauser|D.

Enter a valid user ID (1-40 characters).

Enter an experiment name (1-{0} characters).

Enter a valid experiment name (1-{0} characters).

Select at least one context parameter.

The number of messages in the audit trail table to print exceeds {0} messages.
Adjust the filter settings.

An error occurred during report generation. Retry report generation.

The export has failed for: {0}

The data from slot '{0}' in QIAsymphony AS result file '{1}' cannot be imported
to a worklist.

The access to the selected file or folder is denied. Select a different file or
folder.

File not found. Check the file name and repeat the procedure.

The entered file name is invalid. Enter a valid file name without invalid
characters,i.e. /| ? *" <>,

File path must be less than 260 characters.

Path too long: {0}.

Reserved Device Name

{0} is a reserved device name and cannot be used for a folder. Enter a different
folder name.

Enter folder name.
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1010007
1010008

1010009

1010010

1010011
1010012

1010014

1010016

1010018
1010019
1010020
1010022
1010023
1010026
1010028
1010029
1010031

1010032
1010033
1010034
1010035

1010044

1010047

1010048
1010049

The folder name is invalid. Enter a valid folder name (1-{0} characters)
Invalid folder name.
Entered value is a reserved device name. Enter a different name.

Invalid folder name.

Do not use special characters. Especially the following characters are not
acceptable:

/ &gt; &lt; " ¥ | ?\

Folder {0} could not be created. Either the permission was denied, or afolder
with this name already exists. Enter a different folder name.

Failed to create the Unlock file.

{0}

This file exists with Read Only attributes.
Use a different file name.

The entered file/directory name is invalid. Directory name must be less than
248 characters.

Path too long: {0}.

User name is unknown or password is incorrect. Enter user name and password
again.

The confirmation password does not match the new password.

Confirm the new password.

Enter the new password.

The new and the old password must be different.

Enter the old password.

Enter a valid password.

Invalid password. The old password for the user is incorrect.

Invalid user name or password. Enter user name and password again.

The entered name is reserved. It cannot be used as folder name. Entera
different folder name.

The entered folder name is invalid. Enter a valid folder name.

This user is deactivated. Contact your local administrator.

Assign at least one role to user {0}.

The new password must be different from the previous {0} passwords. Enter a
unique password.

{0} is not accessible. Directory not found. Check the network connection or
create a new directory.

Could not log-in to the application. The database connection is lost. Contact
your local administrator.

Enter a new password (8-40 characters).

The entered password is not valid. Enter a password that fulfills the following
criteria:

8-40 characters, 2 upper case characters, 2 lower case characters, 2 numerical
characters, 2 special characters and must not contain white spaces.
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1010054

1010055
1010056
1010057
1010058
1110012

The entered password is not valid. Enter a password that fulfills the following
criteria:

8-40 characters, 2 upper case characters, 2 lower case characters, 2 numerical
characters, 2 special characters and must not contain white spaces.

A specified {0} name is areserved name. Select a different name.

The {0} name must not contain leading and/or trailing white spaces.

The password must not contain white spaces.

The entered file name is invalid. File name must be less than 248 characters.
Signature not found.

19 Abbreviations

Note

Further information can be found in the ¥ Glossary.

APS
AUDAS
CAL
CFR
CLIA
COC
Ct
EC-
EC+
FDA
FPC+
FPC-
GMP
GUI

Assay parameter set
Automatic data scan
Calibrator

Code of Federal Regulations
Clinical Laboratory Improvement Amendments
Cut-off control

Cycle threshold

Negative extraction control
Positive extraction control
Food and Drug Administration
Positive full process control
Negative full process control
Good Manufacturing Practice
Graphical User Interface

Internal control
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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?

R2 Correlations coefficient

QS Quantitation standard

S Test sample

UDT Mode User Defined Test Mode of operation
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1.10 Glossary

ABCDEFGIKLMNOPQRSTUYVW

Click a letter to jump to the topics starting with the corresponding letter.

A

Acquisition

Administrator

Amplification plot

Analysis

Analysis parameters

Anomaly

Application

Approval (approve)

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 v2.1.

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.

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

1-427



Approver

APS

Archive (noun)

Assay

Assay and sample analysis

Assay developer

Assay Parameter Set (APS)

Assay profile

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 v2.1 software the term
"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.

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).

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.

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.

Consists of general information, e.g.,
about cycling compatibility, structural
information about targets and samples,
a run profile, and an analysis profile.
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Assay profile editor

Assay status

AUDAS
Audit trail

Auto gain

Automatic Data Scan (AUDAS)

Auto-lock (verb)

Auto-lock timer

Environment in the UDT mode of Rotor-
Gene AssayManager v2.1 to support the
assay developer to create an assay
profile.

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).

See "Automatic Data Scan (AUDAS)".
A record of user actions.

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 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
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Bar code

CFR

Channel

CLIA

CLIA compliant password rules

Closed mode

Computer

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.

Clinical Laboratory Improvement
Amendments.

According to CLIA, a password must
contain at least:

e 8 characters

e 2 upper case characters

e 2 lower case characters

e 2 numeric characters

e 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 v2.1 the
term "computer" is used for a notebook
or a PC, not a server.
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Concentration factor

Conversion factor

Core analysis

Core application

Ct

Curve

Cycle threshold (Ct)

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 v2.1
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 AssayManager v2.1. At
least one plug-in must be installed.

See "Cycle threshold".

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.

Fractional cycle at which a curve reaches
a predefined normalized fluorescence
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Cycler

Cycler verification

Cycling compatible assays

D

Date picker

Default name

EC-

threshold.
See "Rotor-Gene Q Cycler".

General term for a maintenance method
to check whether the device works

properly.

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.

Calendar icon to help you selecting
the required date. Alternative to entering
the date manually.

Automatically generated name for a
newly created worklist or an experiment.
The pattern for the generated name is
defined in the Configuration
environment.

Sample type (external controls):
Negative extraction control.

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

1-432



EC+

Eluate

Environment

Error

Experiment

Experiment data

Experiment status

Expiration date

Expiry date

Export

External controls

Sample type (external controls): Positive
extraction control.

Purified nucleic acids from a sample.

The Rotor-Gene AssayManager v2.1
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: worklist, 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
v2.1 to an 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.
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External control result

External source/external destination

FDA

FDA CFR Title 21 Part 11

Flag

Assay-dependent final test outcome of
an external control summarizing all
corresponding target results.

Location outside of the Rotor-Gene
AssayManager v2.1 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.

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.
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FPC+
FPC-

Gain

Gain Optimization

Global settings

GUI

Positive full process control.

Negative full process control.

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 v2.1 Assay Profile.

See "Internal control".

The process of transferring any kind of
data from an external source into Rotor-
Gene AssayManager v2.1.
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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 v2.1 report profile.

File extension for a Rotor-Gene
AssayManager v2.1 worklist.

A kit is a box with reagents sold by
QIAGEN to perform a biological
application. In the context of Rotor-Gene
AssayManager v2.1, 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

Laboratory Information Management
System. If configured, Rotor-Gene
AssayManager v2.1 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".
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Mode of operation

Multiplex assay

Multi-target assay

Multi-tube assay

N

Normalization

NTC

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 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 Ct 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.
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O

Operator

Optical configuration

o1V

OTV calibration run

P
PC

PCR

PCR analysis

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 Q cycler is described by the
available excitation diodes that excite
the fluorescence and the emission filters
letting pass the emitted light. The optical
configuration differs between different
types of the Rotor-Gene Q. 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.

Sample type (external controls): Positive
control.

Polymerase chain reaction.

Processing of the raw PCR data, for
example, by applying AUDAS,
normalization, Ct value calculation,
quantification, and assay and sample
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PCR run

Plug-in

Processed curve

Processed data

Q
QIAGEN kit bar code

QIAlink

QIAsymphony

QS

Qualitative result

Quantification

Quantitative result

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 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.

|dentifies 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):
guantitation 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.
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Quantitation standard

.qut

R2

Raw curve

Raw data

Reaction volume

Real-time PCR

Regression line

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
guantitation 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”.

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 R2
value 0.990. The individual limit for
the R2 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
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Release

Release status

Renewal interval
Replicate

Report

Report profile

* ret

.rex

*rgam

Role

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
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.

Contains all data of one Rotor-Gene
AssayManager v2.1 experiment.

User rights are summarized in a certain
role: administrator, approver, operator,
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Rotor

Rotor-Disc

Rotor-Gene Q Cycler

Rotor-Gene Q Software

Rotor type

Row selector

Run

Run parameters

Run profile

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 v2.1.

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.

See "PCR run".

Parameters specifying a PCR run (e.g.,
number of cycles, temperature,
acquisitions, rotor type, tube volume,
efc.).

Set of all run parameters. It is part of the
assay profile.

Sample type: test sample
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Sample

Sample ID

Sample information

Sample replicate

Sample result

Sample result status

Sample type

Sample volume

Service user

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-), positive extraction control (EC+),
negative full process controls (FPC-) and
positive full process controls (FPC+). Not
all assays include all types of external
controls. This is assay dependent.

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.

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

1-444



Session

Standard curve

Super user

Support package

System error

T

Target

Target result

Test

Test sample

Contains all user actions from login until
logout.

A standard curve is a linear function
derived from a regression analysis
between the Ct values and given
concentrations of quantitation
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.

Unknown sample to be tested with an
assay.
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Test sample result Assay-dependent final test outcome of
an assay for one test sample
summarizing all corresponding target

results.

Threshold Predefined fluorescence value used to
calculate the cycle threshold (Ct) of a
curve.

Tube Small container for liquids, in which the

PCR reaction takes place. A sample can
be split over multiple tubes.

V)

UDT Mode See "User Defined Test Mode of
operation (UDT mode)".

Upstream process From the PCR point of view, the
upstream process consists of the
sampling, the sample disruption, the
purification, and the assay setup.

Upstream status Status which is set by QlAsymphony
system. It can be “valid”, “unclear”, or
“invalid”. If it is “invalid” or if Rotor-
Gene AssayManager v2.1 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.

User Defined Test Mode (UDT mode) This is the mode of operation for assays
that are created and validated by a user
of Rotor-Gene AssayManager v2.1
software.

User role See "Role".
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Validation error

Verification

w

Warning

worklist

1.11  Appendices

An error that occurs due to a missing or
invalid user input. User interaction is
required.

See "Cycler verification".

A situation could be optimized by further
input. User interaction is possible, but
not mandatory.

Sample information for all samples to
be analyzed and a reference to an assay
profile for each sample. When using an
upstream platform, the worklist contains
flags as well.

The appendices contain a F list of file endings, the P liability clause, and ¥ license

terms.

1.11.1  File Endings

Note

Further information can be found in the ¥ Glossary.

* °

* °

dap Rotor-Gene AssayManager v2.1 Assay Profile file.

.irp Rotor-Gene AssayManager v2.1 report file.

*.iwl Rotor-Gene AssayManager v2.1 worklist.

*.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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*rgam All data of one Rotor-Gene AssayManager v2.1 experiment.

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 v2.1 software.

QIAGEN'’s Rotor-Gene AssayManager v2.1
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
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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;

- 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 up to 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
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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

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, fithess 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.
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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.

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 v2.1 is a trademark of QIAGEN.

1.11.31  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
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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 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
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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

(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
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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 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.
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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;

- 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.
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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.

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.
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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, APls 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
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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 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.
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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 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 trademarks 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 fransmission.

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?Y).
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
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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 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 15" 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,
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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 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;
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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; (ii) 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 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.

1.11.35  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.
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"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.

"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."
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"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
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

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

1-464



(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.

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.
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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.

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
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CONDITIONS OF ANY KIND, either express or implied. See the License for the
specific language governing permissions and limitations under the License.

1.11.3.6 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 to 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.

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 fo 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 protect it af least as
much as this agreement;
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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, frademark or patent notice in the Distributable Code;

use Microsoft’s frademarks 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.
2. SUPPORT SERVICES FOR SUPPLEMENT. Microsoft provides support services for this
software as described at www.support.microsoft.com/common/international.aspx.
1.11.3.7 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

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. 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.”

e Distributable Code. You may copy and distribute the object code
form of the software.

e 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

e add significant primary functionality to it in your programs;

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;

e distribute Distributable Code to run on a platform other than the
Windows platform;

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 to 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. 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

e work around any technical limitations in the software;
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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. 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.

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
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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.

1.11.3.8 Microsoft SQL Server 2014 Express

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.

1. Installation and use rights: You may install and use any number of copies of the
software on your devices.

2. 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
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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; or

e publish the software for others to copy.

3. Backup copy. You may make one backup copy of the software. You may use it only
to reinstall the software.

4. Documentation. Any person that has valid access to your computer or internal
network may copy and use the documentation for your internal, reference
purposes.

5. 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.

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
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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

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 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 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
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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 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.
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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.

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".
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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 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.

e b) You must cause the files modified to carry prominent notices stating that you
changed the files and the date of any change.

e c) 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
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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 roofts.)

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.

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
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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 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

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

1-478



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:

¢ 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.

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:
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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.

¢ 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.

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.
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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,
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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 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
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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

That's all there is to it!

1.11.3.10 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.

1.11.3.11  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
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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 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
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under your local laws, the contributors exclude the implied warranties of
merchantability, fitness for a particular purpose and non-infringement.

1.11.3.12  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.

"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.
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"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
copyright license to reproduce, prepare Derivative Works of, publicly display, publicly
perform, sublicense, and distribute the Work and such Derivative Works in Source or
Obiject 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.
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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.

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.
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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.

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.
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(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 hitp://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.

1.11.3.13  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.
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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 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.
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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.

Subject 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 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
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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 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 APl, 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.
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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.

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.
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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
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-
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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.
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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.

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
fo 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.
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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

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 1is

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."
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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.

1.11.3.14  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 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
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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:
i) changes to the Program, and

ii) additions to the Program;
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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 (ii) 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
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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.

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.
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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 a 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 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
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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, ORTORT (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.

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
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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 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.
e The term “developer” also includes testers and designers that Use the Software.
¢ Asingle user Blueprint Subscription may not be shared by a development team.
¢ 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

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

1-504



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

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, APIs 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.
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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 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.
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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 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 frademarks to market their software product(s); (ii) 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
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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 copyright notice, nor any "About" dialog or
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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 perfformance 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
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The Software is Copyright ©1994-2012 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

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: Trademarks: QIAGEN®, Sample to Insight®, QIAsymphony®, Rotor-Disc®, Rotor-Gene®, Rotor-Gene
AssayManager® (QIAGEN Group); Bluetooth® (Bluetooth SIG, Inc.); Core™, Intel® (Intel Corporation); Microsoft®,
Silverlight®, SQL Server®, Windows®(Microsoft Corporation); Mozilla® (The Mozilla Foundation); SYBR® (Life
Technologies Corporation).
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