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1 Safety Information

This user manual (volume 1) contains information about warnings and cautions that must
be followed by the user to ensure safe operation of the QlAsymphony® SP/AS instruments
and to maintain the instruments in a safe condition.

Possible hazards that could harm the user or result in damage to the instfrument are clearly
stated at the appropriate places throughout this user manual (volume 1).

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

The following safety conventions are used throughout this user manual (volume 1).

WARNING The term WARNING is used to inform you about situations that could

result in personal injury to you or other persons.
A Details about these circumstances are given in a box like this one.

CAUTION  The term CAUTION is used to inform you about situations that could
result in damage to the instruments or other equipment.
& Details about these circumstances are given in a box like this one.

Note: The advice given in this manual is infended to supplement, not supersede, the
normal safety requirements prevailing in the user’s country.

1.1 Proper use

WARNING/ Risk of personal injury and material damage
CAUTION Improper use of the QlAsymphony SP/AS may cause personal injuries
f or damage to the instruments.
The QlAsymphony SP/AS must only be operated by qualified
personnel who have been appropriately frained.

Servicing of the QlAsymphony SP/AS must only be performed by
QIAGEN Field Service Specialists.
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CAUTION

A

Damage to the instrument

Avoid spilling water or chemicals onto the QIAsymphony SP/AS.
Instrument damage caused by water or chemical spillage will void
your warranty.

Note: Do not place items on top of the QIAsymphony SP/AS hoods.

CAUTION

A

Note: In case of emergency, switch off the QIAsymphony SP/AS instruments and unplug

Damage to the instrument
Do not lean on the touchscreen when it is folded down.

the power cord from the power outlet.

Note: Perform the maintenance as described in Section 15. QIAGEN charges for repairs

that are required due to incorrect maintenance.

1.2 Electrical safety

Note: If operation of the instfruments is interrupted in any way (e.g., due to interruption of
the power supply or a mechanical error), first switch off the QIAsymphony SP/AS
instruments, then disconnect the electrical cord from the power supply and contact

QIAGEN Technical Services.

WARNING

A\

Electrical hazard

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

Lethal voltages inside the instrument

When the instrument is connected to line power, terminals may be
live. Opening covers or removing parts is likely to expose live parts.
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When working with the QlAsymphony SP/AS instruments:

® 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 instruments.

e Do not operate the instruments with any covers or parts removed.

e |Ifliquid has spilled inside the instruments, switch off the instruments, disconnect them
from the power outlet, and contact QIAGEN Technical Services.

e The instrument shall be installed in a way that the power cord is accessible.

If the QIAsymphony SP/AS becomes electrically unsafe, prevent other personnel from
operating them, and contact QIAGEN Technical Services.

The instruments may be electrically unsafe when:

e The QlAsymphony SP/AS or the line power cord appears fo be damaged.

e The QlAsymphony SP/AS has been stored under unfavorable conditions for a
prolonged period.

e The QlAsymphony SP/AS has been subjected to severe transport stresses.

e liguids have come into direct contact with electrical components of the
QlAsymphony SP/AS.

® The power cord has been exchanged with a non-official power cord.
1.3 Environment

1.3.1 Operating conditions

WARNING Explosive atmosphere

The QIAsymphony SP/AS is not designed for use in an explosive
atmosphere.

WARNING Risk of overheating
To ensure proper ventilation, maintain a minimum clearance of 5cm
A (1.97 in.) at the rear of the QlAsymphony SP/AS.
Slits and openings that ensure the ventilation of the QlAsymphony
SP/AS must not be covered.
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1.4 Biological safety

Note: Specimens and reagents containing materials from humans should be freated as
potentially infectious. Use safe laboratory procedures as outlined in publications such as
Biosafety in Microbiological and Biomedical Laboratories, HHS
(www.cdc.gov/biosafety.ntm).

WARNING Sample containing infectious agents

Some samples used with this instrument may contain infectious
agents. Handle such samples with the greatest of care and in

accordance with the required safety regulations. Always wear safety
glasses, 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 infectious agents as defined in the applicable
Safety Data Sheets (SDSs) or OSHA,* ACGIHT 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.

Note: 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 in
accordance with the required safety regulations.

* 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).
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1.5 Chemical safety

WARNING Hazardous chemicals

Some chemicals used with the QIAsymphony SP/AS instruments 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,*
ACGIHt 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.

Toxic fumes

Note: If you work with volatile solvents, toxic substances, etc., you must provide an
efficient laboratory ventilation system to remove vapors that may be produced.

WARNING Toxic fumes

Do not use bleach to clean or disinfect QIAsymphony SP/AS
instruments. Bleach in contact with salts from the buffers can

produce toxic fumes.

WARNING Toxic fumes

Do not use bleach to disinfect used labware. Bleach in contact with
salts from the buffers can produce ftoxic fumes.

1.6 Mechanical hazards

The hoods of the QIAsymphony SP/AS instruments must remain closed during operation.

Only open the hoods when instructed to do so by the software.
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WARNING Moving parts

To avoid contact with moving parts during operation of

A QIAsymphony SP/AS instruments, the instruments must be operated
with the hoods closed. If the hood sensors are not functioning
correctly, contact QIAGEN Technical Services.

WARNING Strong magnetic field

Do not place QlAsymphony SP/AS instruments near magnetic
storage systems (e.g., computer discs).

Do not use metal tools when handling the magnetic rods.

Do not allow the magnetic rods fo come info contact with other
magnets.

WARNING Damage to the instrumenty(s)

Make sure to install the magnetic-head guards before operating the
QIAsymphony SP.

1.7 Heat hazard

The QIAsymphony SP supports a lysis stafion that can be heated, if required by the
protocol. In addition, both the QIAsymphony SP and the QIAsymphony AS support a UV
lamp.

WARNING Hot surface
E The lysis station and the UV lamps can reach temperatures of up to

90°C (194°F). Avoid touching them during operation.
1.8 Maintenance safety

WARNING/ Risk of personal injury and material damage
CAUTION Only perform maintenance as described in this user manual (volume

& 1).
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Note: Perform the maintenance as described in Section 15. QIAGEN charges for repairs

that are required due to incorrect maintenance.

WARNING/
CAUTION

A

CAUTION

A

CAUTION

A\

CAUTION

A

CAUTION

A

Risk of personal injury and material damage

Improper use of QlAsymphony SP/AS instruments may cause
personal injuries or damage to the instruments.

QlIAsymphony SP/AS instruments must only be operated by qualified
personnel who have been appropriately frained.

Servicing of QIAsymphony SP/AS instruments must only be performed
by QIAGEN Field Service Specialists.

Risk of fire

When cleaning QlAsymphony SP/AS instruments with alcohol-based
disinfectant, leave the instrument hoods open to allow flammable
vapors to disperse.

Only clean QlAsymphony SP/AS instruments with alcohol-based
disinfectant when worktable components have cooled down.

Damage to the instrumenty(s)
Do not use bleach, solvents, or reagents containing acids, alkalis, or
abrasives to clean QIAsymphony SP/AS instruments.

Damage to the instrument(s)

Do not use spray bottles containing alcohol or disinfectant to clean
surfaces of the QIAsymphony SP/AS instruments. Spray bottles should
be used only to clean items that have been removed from the
worktables.

Damage to the instrument hood(s) or side panels

Never clean the instrument hood(s) or side panels with alcohol or
alcohol-based solutions. Alcohol will damage the hood and the side
panels. To clean the hood(s) and side panels, use distilled water. .
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CAUTION

A

WARNING/
CAUTION

A\

CAUTION

A

CAUTION

A

Damage to the instrument(s)

After wiping the drawers, the perforated metal plate and lysis station
with paper towels, make sure that no bits of paper tfowel remain.
Pieces of paper towel remaining on the worktable could lead to a
worktable collision.

Risk of electric shock
Do not open any panels on the QIAsymphony SP/AS instfruments.
Only perform maintenance as described in this user manual (volume

1).

Damage to the instrument(s)
Make sure to install the tip guards correctly before operating
QlAsymphony SP/AS instruments.

Damage to the instrument
Make sure to install the magnetic-head guards before operating the
QlAsymphony SP.

1.9 Waste disposal

Used consumables, such as sample fubes, sample prep carfridges, 8-Rod Covers,
disposable filter-tips, reagent fubes, and elution racks, may contain hazardous chemicals

or infectious agents from the purification or assay setup process. Such wastes must be

collected and disposed of properly according to local safety regulations.

WARNING

Hazardous chemicals and infectious agents

The waste contains samples and reagents. This waste may contain
toxic or infectious material and must be disposed of properly. Refer
to your local safety regulations for proper disposal procedures.

For disposal of waste electrical and electronic equipment (WEEE), see Appendix A, page

423.
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1.10 Symbols for the QIAsymphony SP/AS instruments

The following symbols appear on the QIAsymphony instruments and in this user manual
(volume 1). The heat hazard symbol appears on the QIAsymphony SP but not on the
QIAsymphony AS.

Location Description

Lysis stafion Heat hazard — the
temperature of the lysis
station can reach up to 90°C
(194°F)

Symbol
QlAsymphony SP — near the  Biohazard — the fip rack
tip rack slots/tip disposal slots, waste, and the

bag worktable may be
QIAsymphony AS — on the cpnTommoTed with '
worktable, near the biohazardous material and

magnetic lock of the hood must be handled with gloves

Robotic arm Avoid looking directly into UV
light. Do not expose your skin
to UV light

Robotic arm Moving parts — make sure fo
keep the hood and drawers

% closed during operation
Next to the type plate on Laser radiation — do not

the back of the instrument stare into beam

Type plate on the back of CE mark for Europe
the instrument
Type plate on the back of FCC mark of the United
C the instrument States Federal
Communications
Commission

Type plate on the back of RCM mark for Australia
the instrument
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Symbol Location Description

Type plate on the back of RoHS mark for China (the
25 the instrument restriction of the use of
certain hazardous
substances in electrical and
electronic equipment)

€

Type plate on the back of WEEE mark for Europe
the instrument

Type plate on the back of Legal manufacturer
the instrument

= K1

On the worktable Consult instructions for use
Rn User manual cover R is the revision of the user
manual; n is the revision
number
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2 Intfroduction

Thank you for choosing the QlAsymphony RGQ MDx (US) instruments. We are confident
they will become an integral part of your laboratory.

The QIAsymphony RGQ MDx (US) User Manual consists of two volumes.

® QIAsymphony RGQ MDx (US) User Manual Volume 1 provides information for
operating the QlAsymphony SP and AS instruments, and supplies details about the
functions and features of the QlAsymphony Management Console (QMC).

e QIAsymphony RGQ MDx (US) User Manual Volume 2 provides information for
operating the Rotor-Gene Q MDx and Rotor-Gene AssayManager software.

Before using the instfruments, it is essential to read this user manual (volumes 1 and 2)
carefully. The instructions and safety information in the user manual (volumes 1 and 2)
must be followed to ensure safe operation of the instruments and to maintain the
instruments in a safe condition.

Note: Images of instrument screens and files used throughout this user manual (volumes
1 and 2) are examples and may differ from the actual screen or file you are using.
Throughout this user manual, a note is added to indicate situations that are not intended
for use with FDA approved or cleared nucleic acid festfs.

2.1 General information

2.1.1  Technical assistance

At QIAGEN, we pride ourselves on the quality and availability of our technical support.
Our Technical Services Departments are staffed by experienced scientists with extensive
practical and theoretical expertise in molecular biology and the use of QIAGEN products.
If you have any questions or experience any difficulties regarding QlAsymphony SP/AS
instruments or QIAGEN® products in general, do not hesitate to contact us.

QIAGEN customers are a major source of information regarding advanced or specialized
uses of our products. This information is helpful to other scientists as well as to the
researchers at QIAGEN. We therefore encourage you to contact us if you have any
suggestions about product performance or new applications and techniques.
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For technical assistance and more information, please contact QIAGEN Technical
Services (see the back cover or visit www.qgiagen.com).

2.1.2 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 (volume 1). Please contact QIAGEN Technical Services.

2.2 Intended use

The QIAsymphony RGQ MDx system is intended for in vitro diagnostfic (IVD) use in
performing FDA cleared or approved nucleic acid testing in clinical laboratories. It
comprises the QIAsymphony SP, QIAsymphony AS, and Rotor-Gene Q MDx instruments.
The QlIAsymphony SP is an automated system for performing sample preparation for
nucleic acid testing. The QIAsymphony AS is an automated system for performing assay
setups for nucleic acid testing. The Rotor-Gene Q MDx is a real-time nucleic acid
amplification and detection system which measures nucleic acid signals from amplified
DNA using fluorescent detection.

2.3 Requirements for QIAsymphony SP/AS users

The following table covers the general level of competence and training necessary for
fransportation, installation, use, maintenance and servicing of QIAsymphony SP/AS
instruments.
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Task

Personnel

Training and experience

Delivery

Installation

Routine use (running
protocols)

Routine maintenance

Servicing and annual
maintenance

No special requirements

QIAGEN Field Service
Specialists only

Laboratory technicians or
equivalent

Laboratory technicians or
equivalent

QIAGEN Field Service
Specialists only

No special requirements

Appropriately frained and
experienced personnel
familiar with use of
computers and
automation in general

Professional users, such as
fechnicians and
physicians, frained in
molecular biology
techniques

Professional users, such as
technicians and
physicians, trained in
molecular biology
techniques

Regularly frained, certified
and authorized by
QIAGEN

2.3.1 Training for QIAsymphony SP/AS users

Customers are tfrained by a QIAGEN representative upon installation of the QlAsymphony
SP/AS instrument(s). The fraining takes 1-3 days, depending on the subject and the
knowledge level of the customer.

Basic training covers general operation of the system, user management, configuration,
QlIAsymphony Management Console (QMC) software, regular maintenance, and basic
froubleshooting. Application-specific topics will be addressed in an advanced fraining.

QIAGEN can also provide retraining, for example, after software updates, or for new
laboratory personnel. Please contact QIAGEN Technical Services to get more information
about retraining.

2.4 QIAsymphony Cabinet SP/AS

The QIAsymphony Cabinet SP/AS is an optional accessory for QlAsymphony SP/AS
instruments. QlIAsymphony Cabinets are specially designed for positioning the
QIAsymphony SP/AS instruments in your laboratory. For more information, visit
www.qgiagen.com/giasymphonyrggmdxusivd or contact QIAGEN Technical Services.
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2.5 Glossary

For a glossary of terms used in this user manual (volume 1), refer to Section 18.

2.6 QIAsymphony SP/AS accessories

For information about QIAsymphony SP/AS accessories, refer to Appendix B.
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3 Startup Procedure

The unpacking and installation of QIAsymphony SP/AS instruments is carried out by a
certified QIAGEN Field Service Specialist. A member of your group who is familiar with
laboratory and computer equipment should be present during the installation.

See "Packing List QIAsymphony SP"” and “Packing List QIAsymphony AS” for a full list of
components that are supplied with each instrument.

3.1 Site requirements

The QlAsymphony SP/AS must be located out of direct sunlight, away from heat sources
and away from sources of vibration and electrical interference. The site of installation
should be free of excessive drafts, excessive moisture, excessive dust, and not subject to
large temperature fluctuations.

Note: If you need to move your QIAsymphony SP/AS instruments, contact QIAGEN
Technical Services.

WARNING Risk of overheating

To ensure proper ventilation, maintain a minimum clearance of 5cm
(1.97 in.) at the sides and rear of the QIAsymphony SP/AS

instruments.
Slits and openings that ensure the ventilation of QIAsymphony SP/AS
insfruments must not be covered.

3.1.1  Workbench

We recommend positioning QlIAsymphony SP/AS instruments on the QlAsymphony
Cabinet SP/AS. The QIAsymphony Cabinet SP/AS is not included in the equipment
supplied.

If you position the QIAsymphony SP/AS instruments on an alternative workbench, it must
be very stable and rated for approximately 400 kg (880 Ib.). The minimum surface area
of the tabletop should be the size of the complete QlAsymphony SP/AS [width: 185 cm
(72.8 in.), depth: 73 cm (28.7 in)]. Do not use workbenches with rollers or wheels. We
recommend a stable wooden or metal construction with a rigid tabletop and supports.
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It isimportant that the workbench is dry, clean and vibration-proof, and that the tabletop
does not bend.

Note: It is extremely important that QIAsymphony SP/AS instruments are placed on a
stable surface.

See Section 16 for the weight and dimensions of QIAsymphony SP/AS instruments.

For further information about required specifications of the workbench, contact QIAGEN
Technical Services.

3.2 General features

3.2.1 Hood(s)

The instrument hood(s) protects users from the moving robotic arm and from potentially
infectious material on the worktable. The hood(s) can be manually opened to gain
access to the worktable (e.g., for cleaning). During operation of the QlAsymphony SP/AS,
the hood(s) must remain closed and should only be opened when instructed to do so by
the software.

The hood(s) is locked:

e During sample preparation on the QlAsymphony SP

e During an assay run on the QlAsymphony AS

If force is used to open the hoods during a run, the run will be paused.

Note: Pausing a run will result in all samples being flagged as “unclear”. For FDA cleared
or approved nucleic acid tests, Rotor-Gene AssayManager will invalidate all “unclear”
samples.

Note: If the hoods are opened during a run, the instruments will not immediately stop. The
instruments will stop when processing of the current protocol step is finished. In some
cases, this may take some fime.
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3.2.2 Touchscreen

The QIAsymphony SP/AS is confrolled using a swivel-mounted touchscreen. The
touchscreen allows the user to, for example, select and run protocols, and
upload/download files (e.g., Assay Control Sets) from/to a USB stick.

3.2.3 USB ports

The USB ports at the front-left and front-right of the QlAsymphony SP allow connections
of the QlAsymphony SP/AS to a USB stick and a handheld bar code scanner (supplied
with the QIAsymphony SP). New protocols, Assay Control Sets, new labware files (e.g.,
files enabling new types of tubes to be used with the QlAsymphony SP), and work lists
can be uploaded to the QlAsymphony SP via the USB port. Data files, such as system log
files, report files, loading information files and rack files can also be transferred via the USB
port from the QlAsymphony SP to the USB sfick.

Note: Do nof remove the USB stick while downloading or uploading files.

3.2.4 Network interface

The network interface allows connections of the QIAsymphony SP/AS instruments to a
network via a CAT5 Ethernet network cable.

3.2.5 Status LEDs

Light-emitting diodes (LEDs) at the front of QIAsymphony SP/AS instruments are
illuminated when sample preparation or assay setup is in progress. The status LEDs flash
when a batch/run is finished or if an error occurs. Touching the screen turns off the
flashing.
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3.2.6 Switching on the QlAsymphony SP/AS

Getting started

Power
switch

QIAsymphony SP/AS

Cabinet (optional~—__|

Preparing the QlAsymphony SP/AS before startup

Note: An empty unit box must be placed into slot 4 (see Section 9.1.5) of the "Reagents
and Consumables” drawer because during initialization, the handler goes down into the
unit box in position 4. If the unit box is not empty, the handler will crash.

Make sure that the liquid waste bottle, fip disposal bags, and waste containers are
empty.
Make sure that all drawers and both hoods are closed.

Note: If the hood(s) is opened during instfrument startup, the system test will fail.
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After successful startup, QIAsymphony SP/AS instruments are ready for use. The
Integrated Run screen will be displayed.

oo j

[ Integrated Run Sample Preparation Assay Setup

Overview

No Eluate output format is selected!

oo000
QIAGEN

Note: Before using the QIAsymphony SP/AS, the user must log in by pressing the Log In
button. For information about user accounts, see Section 4.4.

3.2.7 Logging out
After pressing the Run button, you have the opfion to log out. The run will continue.

Active logout

To log out, press the Log Out button at the top of the Sample Preparation or Assay Setup

screen.

If you are logged out, the status bar only displays the date and time.
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Automatic logout

After a defined period of user inactivity, the user currently logged in is automatically
logged out. The default setting for this period of user inactivity is 15 minutes. Ask the
“Supervisor” to adjust the time period to suit your needs or to switch it off, if required.

3.2.8 Switching off the QIAsymphony SP/AS

To switch off the QlAsymphony SP/AS instruments, press the power switch at the front of
the QIAsymphony SP in the lower left cormner. We recommend switching off the
instruments after use.

The power switch is also the emergency stop of the QIAsymphony SP/AS instruments. In
case of emergency, switch the instruments off using the power switch.

Note: Do not switch off the instruments during sample preparation or assay setup unless
you need to stop the instruments due to an emergency. You will not be able to resume
the protocol or assay run and the samples cannot be processed further by the
QlAsymphony SP/AS.

Note: The QIAsymphony SP/AS instruments will lose all inventory information when the
insfruments are switched off.

Note: After the QIAsymphony SP/AS instfruments are switched off, the power switch flashes
a few times. When the power switch stops flashing, it is safe to switch the QlAsymphony
SP/AS instruments on again.
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4 User Seftings

4.1 Configuration

The user with the “Supervisor” user ID can change a range of configuration seftings using

the Configuration menu.

To configure a parameter, proceed as follows:

1. Login with the “Supervisor” account details.

Press the Tools tab.

The Configuration menu appears.

2
3. Press the Configuration button.
4
5

Select the relevant tab and depending on which parameter will be modified

(i.e., date and time, default tube types, system settings, or process parameters),

proceed as outlined in the following sections.

Tabs in the Configuration menu

Time/Language

Adapters AS

Tubes

System 1
System 2
Process Profiles
Maintenance

General
Process

Process SP 1

Enables the user to configure the date and the time.

Enables the user to configure the adapters and holders for the
QlIAsymphony AS.

Enables the user to configure the default tube type for different
tube inserts for the QIAsymphony SP.

Enables the user to configure system settings.

Enables the user to configure system settings.

Only the “Supervisor” can change configuration settings.
Enables the user to configure maintenance settings.

Enables the user to configure individual process parameters
that affect operation of both the QIAsymphony SP and the
QIAsymphony AS.

Enables the user to configure individual process parameters
that affect operation of the QlAsymphony SP.
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Process SP 2 Enables the user to configure individual process parameters
that affect operation of the QlAsymphony SP.

Process SP 3 Enables the user to configure individual process parameters
that affect operation of the QlAsymphony SP.

Process AS Enables the user to configure individual process parameters
that affect operation of the QIlAsymphony AS.

Important. FDA cleared or approved nucleic acid tests require Default Profile 1
configuration settings and changes to the configuration settings for General Process,
Process SP 1, Process SP 2, Process SP 3, and Process AS are not permitted.

Command bar

Tools Press the Tools button to access the Tools menu.
Cancel Press to close the Configuration menu without saving changes.
Save Press to save changes made to parameters in the individual tabs.

If only the settings for the default tubes were changed, there is no
need to restart the QlAsymphony SP/AS instruments.

Save + Press to save changes made to parameters in the individual tabs,
Reboot and to restart the QIAsymphony SP/AS instruments. The button is
only active if the changes require a reboot of the instruments.

Upon pressing a button, a warning message appears. Press Yes to

continue.

@ Save the configuration? Press "Yes" to save and reboot the device or "No" to return.

A second message then appears to inform you that the change

is not part of a software configuration. See Section 4.3.1 for details
about software configuration profiles.
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4.2 Configuring the QIAsymphony SP/AS instruments
4.2.1 Date and time

The current date and time is displayed in the status bar and also appears in run
documentation such as the result file.

To configure the date and time, proceed as follows:

1. Select the Time/Language tab in the Configuration screen.

Tools | Configuration

System | System Process
1 2

General Process
Profiles b

Time / Language Tubes Maintenance

8| =)

Cancel

TimeZone:

Europe/Zurich ]

Hel
e [t

English ]

o000
QIAGEN

Time/Language tab.

Change the time and date settings by pressing the corresponding text fields.

2
3. The Keyboard screen will appear where values need to be entered.
4. If necessary, select a city in the Available time zones list.

5

Press the Save + Reboot button to save the changes.

The QIAsymphony instrument(s) will restart.
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4.2.2 Default tube types

The default tube type for different tube inserts can be configured for the QIAsymphony
SP.

To set the default tube types, proceed as follows:

1. Select the Tubes tab.

Tools | Configuration

e Process
Time / Language Tubes Maintenance Profiles

System | System
1 2

General Process

2 D

Click a default tube type to change it.

Tube Insert 00 BD#352051 FalconPP 17x100 ]
COP#4B0CE

E-SwabTube

Tube Insert 01 GR#454020 VacuetteK2 13x75

COP#E606C
eNAT Tube

Tube Insert 02 SAR#51167001 MonovK3 11x66

SAR#72.693 T2.0 Screw Cancel

Tube Insert 03

GR#454020 VacuetteK2 13x75

Tube Insert 1A

GR#454382

13x75

SAR#£51167001 MonovK3 11x66

Tube Insert 2A

VacuetteK2 13x100
Help

i

SAR#72.693 T2.0 Screw

Tube Insert 38

RO#20753920122

STM 13x83
Q N

Tubes tab.

2. Change the default tube type for the different tube inserts by pressing the
corresponding fext fields.

3. Select the tube type from the list on the right.

4. If necessary, repeat steps 2-3 for the other tube inserts.

5. Press Save fo save the changes.

Note: Changing the default tube type for the different tube inserts affects the default
tube type for internal control (IC) tubes. A limited number of tube types can be used with
internal conftrols (see the Instructions for Use (Handbook) of the corresponding assays for
details). In some cases, the supervisor may wish to change the default tube type to a

tube type that cannot be used with the IC. The user must then manually override the
default IC tube type during the Define IC’s dialog by selecting the IC Tubes button.
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4.2.3 Adapters and holders (QIAsymphony AS)

For QlAsymphony AS, available adapters and the available quantities must be
configured. The software requires this information to determine which reagent holders
are needed and how many sample and assay adapters can be used for a defined run.

Note: At installation, the QIAGEN Field Service engineer will set up the numbers of
available adapters.

Note: If a new adapter or an additional adapter is received, ensure that this adapter is
configured in the software. If it is not configured, it will not be recognized by the software.

To configure available adapter(s) and holder(s), proceed as follows:

1. Select the Adapters AS tab. A list of adapters and holders is displayed.

Tools | Configuration

ani Process
Adapters AS M
Time / Language apte Tubes alntenance Profiles

System
1

System
2

;‘ [ ]

Enter the number of adapters for AS

96-Well Round Bottom QS

CamusGeneDisc adapter

Elution Microtube Rack QS

=

LC Capillaries 32 QS

Micro Tube Screw Cap QS

PCR Plate 96 QS

BLLLLLLLL

RG Strip Tubes 72 Q5 Help
Reagent Holder 1 QS
[ {1113
QIAGEN

Adapters AS tab.

2. Enter the available number of adapters and holders. To do this, press on the
associated field for a particular adapter or holder.
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The Adapter Count Configuration screen will appear.

Adapter Count Configuration

Please enter number of adapters.

Enter the correct number using the keyboard.
Press OK fo continue.

Repeat steps 2-5 for all adapters and holders.

o 0 M @

Press Save.

4.2.4 System seftings

The “Supervisor” can configure system settings in the System 1 and System 2 tabs.

To change any of the settings, proceed as follows:

1. Select the System 1 or System 2 tab.
2. Press on a field to modify it, or press Yes or No.

3. When all required changes have been made, press Save + Reboot. The
QIAsymphony instrument(s) will restart.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

43



Tools | Configuration

Tubes

System
Time / Language el

Adapters AS

System
2

Maintenance

Process
Profiles

Number of days for which a password is valid (0 = password does not expire):

Number of minutes after which system logs out automatically (0 = Auto Logoff
deactivated):

Enable strong password policy?

Number of allowed login attempts

System 1 tab.

Dialog panel

Password Expiry Period (0 = password
does not expire)

Auto Logoff Period in minutes (0 = Auto
Logoff deactivated)

Enable sirong password policy?

Specifies the number of days for which
the password is valid. If *0" is entered,
the password will not expire.

Indicates the number of minutes of
inactivity until the user is logged off
automatically. If *0" is entered,
automatic log off is deactivated and
the user will not be logged out
automatically.

Defines whether the standard password
policy is used or if a stronger password
policy is used.

If No is selected, the standard password
policy is used.

If Yesis selected, the restrictive password
policy is set.
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Number of allowed login attempts

Tools | Configuration

A password for the restrictive password
policy must fulfil the following
requirements:

e Comprise at least 8 characters
o Be different from the user name

e Differ from the last 10 recent user
passwords

e Contfain at least 2 upper case, 2
lower case, 2 numeric and 2 special
characters

Defines how many login afttempts are

allowed before a user is deactivated.

Note: Only the “Supervisor” can
reactivate a deactivated user.

If “0" is entered, restriction on the
number of allowed login attempts is
deactivated.

f

Time / Language Tubes Syszlem

Adapters AS Sys:em

Maintenance

Process
Profiles

o ¥

Enable DHCP?

IP address:

Netmask:

Gateway IP address:

DNS servers:

Domain search suffix:

Is Assay Setup installed?

II.<

Cancel

200806
0000
QIAGEN

System 2 tab.
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Dialog panel

Enable
DHCP?

IP address

Netmask

Gateway IP
address

DNS servers

Domain
search suffix

Is Assay
Setup
installed?

Defines whether the dynamic host control protocol (DHCP) is
enabled.

Set to Yes if you are using a dynamic IP address. In this case, the
system retrieves an IP address during start up and transmits the host
name to the local name server. The IP address value is ignored.

Set to No if you are using a static IP configuration. In this case, enter
the IP address in the following IP address field.

Check with your local network administrator that the DHCP server

is running in the local area network.

If you are not using the DHCP, enter the static IP network address
provided by your IT department.

It is important to ensure that any IP address is coordinated with
the local network administrator. It can cause network failures if an
IP address is duplicated.

Enter the netmask IP settings provided by your IT department. If the
DHCP is not used, the IP-Netmask defines the size of the subnet
where the system is located.

Enter the IP address of the network node provided by your IT
department. This is usually a router or a bridge that connects the
local network to another network.

Enter the list of name servers provided by your IT department.
Multiple servers can be entered, separated by spaces.

The primary search domain is usually the same as the domain
name of the system. There may be additional search domains;
these can be separated with commas or spaces.

This option has to be set together with the local network

administrator.

Select Yes — IVD applications require that the QlAsymphony SP is
connected to a QlAsymphony AS.
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4.3 Process settings

The “Supervisor” can modify the software configuration of the QIAsymphony SP/AS
instruments in the Process Profiles tabs of the Configuration menu. A range of
configuration parameters can be adjusted, and these changes can be saved in
configuration profiles so that it is possible to switch between different configurations.

4.3.1 Changing the software configuration

Process configuration settings are saved in a single file called a process configuration file.
Note: Default Profile 1 is the software configuration that is automatically preselected.
Note: IVD applications require the use of Default Profile 1.

Profile description: Default Profile 1

General Process

Number of days for which a work list is valid? 1

Validate eluate racks with bar coded tubes? No
Use magnetic head sensors (sample prep cartridges)? No
Use magnetic head sensors (8-rod covers)?2 No
Can process when Mandatory maintenance task is due? No
Enable use of expired reagentse No

Allow information for single samples in work list fo be overwritten2  Yes
Frequency of temperature recording? 300

Process SP 1

Enable use of sample racks without bar codes? Yes
Enable use of sample tubes without bar codes? Yes
Automatically assign a randomly-generate ID to samples which No

are not read or without bar codes?
Enable use of duplicate bar codesin arun? No

Enable leading and/or frailing whitespaces in sample 1Ds? No

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018



Allow assignment of randomly-generated IDs to elution racks? No
Confirm bar code of elution rack before removing? No
On which elution slots should adapter bar codes be scanned? 1
Process SP 2

Enable use of reagent cartridges with different lot numbersinthe  No
same SP batch?

Check combination of protocol and recommended labware Yes
during run definition?

Process SP 3

Number of seconds enabled for user intervention before batch 0
suspension?

Enable operator fo change default tube types? Yes
Write start batch confirmation files? No
Allow processing of samples without a work list entry? Yes
Allow combination of multiple work lists for one batch? Yes
Allow partial use of work lists2 Yes
Warn, if sample sequence differs from work list enfry sequence? No
Check sample tube type required by work list?2 No
Check elution rack ID required by work list? No
Process AS

Force eluate rack ID confirmation for loading? No
Time frame for acceptable delay of downstream processing 30

(minutes)?

Require kit bar code scan for AS reagents? Yes

Selecting a process profile

1. Select the Process Profiles tab.
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Tools | Configuration

ProcessSP 1 | ProcessSP2 | ProcessSP3 | ProcessAS

Process
atenance | o orie® | General Process ‘ . Tools

Profile ID: No profile in use Available profiles:

Profile description:

Author:
v Default profiles
Created:

| Default
A Profile 1
Adjusted settings value

Default Cancel
General Process Profile 2

Number of days for which a work list is valid? 1

Validate eluate racks with bar coded tubes? No Default
Profile 3
Use magnetic head sensors (sample prep cartridges)? No

Use magnetic head sensors (8-rod covers)? No
Can process when Mandatory maintenance task is due? No T]
Enable use of expired reagents? No I

Allow information for single samples in work lists to be overwritten? Yes |

Create profile sosese

Process Profiles tab.

2. Select Default Profile 1 in the Available profiles: list on the right.

Profiles are listed under the categories Default profiles and Custom profiles. If there
are no custom profiles available, this category will not be available.

3. Press Apply.

4. Press Save + Reboot.

4.4 User accounts

The QIAsymphony SP/AS recognizes 2 different user roles:
Supervisor

The “Supervisor” role enables preparation and running of batches and assay runs. The
“Supervisor” can configure the users, default tube types for the QIAsymphony SP, and
adapters/holders for the QIAsymphony AS. The “Supervisor” can also configure the
system and define custom configuration profiles. In addition, the “Supervisor” can:

e Transfer input and output files, process files, and most instfrument setup files from
QIAsymphony SP/AS instruments to the USB stick.

e Transfer rack files, work list files, process files, and most instrument setup files from the
USB stick to the QIAsymphony SP/AS instruments.

e Manage the user account for other users; they can also adjust the configuration
settings.
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e Synchronize rack files, work list files, process files, and most instrument setup files
between the QIAsymphony SP/AS instruments and the USB sfick.
Operator

The “Operator” role enables preparation and running of batches and assay runs. In
addition, the “Operator” can:

e Transfer input and output files from QIAsymphony SP/AS instruments to a USB stick.

e Transfer rack files and work lists from a USB stick fo the QIAsymphony SP/AS
instruments.

Before operating the QIAsymphony SP/AS, the user accounts must be defined (see
Sections 5.11.3 and 5.11.4).

If no user is logged in, all drawers are locked.

4.4.1 Create new users
The “Supervisor” must use the following default password the first time they log in: ive2ad.
To create new users or to reset user passwords, follow the steps below.

Login as "Supervisor”.

The Please select user screen will open.

2. Select the Supervisor button.

Supenisor

The Please enter password screen will open.
3. Enter the password in the blue field and confirm with OK.

Note: If you are logging in as "“Supervisor” for the first time, you must change the
default supervisor password. To do this, follow the instructions in the touchscreen.

The Sample Preparation screen will be displayed again.

The "Supervisor” user ID is now visible in the status bar on the lower right.
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un 14, 2011 | 0

Default Profile 1

Press the Tools tab.

Tools

i

The Tools menu will be displayed.

Press the User Management button.

User Management

f

The User Management/Please select user screen appears.

Press the Add User button.

Add User

i

The Create User screen appears.

Enter new user settings in the blue fields and confirm with Next.

Next

]

The Assign Roles screen appears.

Select the role of the user account to be created.

Available Roles

Operator

Supervisor

The selected role will be highlighted inverse.

Press the arrow button to assign the selected role to the newly created user

account.

=

The new user will be added to User Roles.

. Press Finish.

Finish

The login information of the newly created user account will be saved.
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4.4.2 Activate/inactivate user accounts

User accounts cannot be deleted. The user with the “Supervisor” user ID must deactivate

the user account so that it is no longer displayed in the Activated Users list.

To inactivate/activate a user account, follow the steps below.

1.

Login as “Supervisor”. See steps 1-3 of Section 4.4.1 for more information.

Press the Tools tab.

Tools

The Tools menu will be displayed.

Press the User Management button.

The User Management/Please select user (“Supervisor” login) screen appears.

Deactivation: Select the user name from the list in the Activated Users package and
press the No button.

Activated
Users

The selected user will be removed from the list and transferred to the Deactivated
Users list.

Activation: Select the user name from the list in the Deactivated Users package and
press the Yes button.

Deactivated
Users
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The selected user will be removed from the list and transferred to the Activated Users
list.

6. Press Save to confirm the changes.

443 System request for password change

You may be prompted by the instrument software to enter a new password. This may
happen the first time you log in, after the “Supervisor” resets your password, if your
password has expired, or if the “Supervisor” switches from the standard password policy
to a stronger (restrictive) password policy (see section 4.2.4).

Note: When only one “Supervisor” is currently enabled, and he/she exceeds the
maximum number of attempts for a password authentication from the QMC, the
account is disabled for 30 seconds. When the 30 second block has expired, the last
enabled “Supervisor” can try again to enter a password.

Note: Passwords expire after 60 days by default.

This setting can be changed by the “Supervisor” in the Configuration menu in the System
1 tab. It is also possible to deactivate the password expiration setting.

If a password has expired, you will be prompted to enter a new password after logging
in.

To change your password, follow the steps below.

1. Press New Password.
Login |

Please enter your new password

New Password:
Cancel
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2. Pressin the New Password field. The Keyboard screen appears.

Note: The password must be a minimum of 8 characters. It should not be same as
the login name and it must differ from the previous 10 passwords. If the strong
password policy is enabled, the password must be a minimum of 8 characters — 2

upper case, 2 lower case, 2 numeric and 2 special characters. It should not be same

as the login name and it must differ from the previous 10 passwords.

3. Enfer a new password and press OK.
The Login/Please enter your new password screen appears again.

Login |

Please enter your new password

Cancel |
Confirm New Password: [ﬁ

4. Press in the Confirm New Password field.

The Keyboard screen appears again. Enter the new password again fo confirm it.

5. Press OK.

(+].4

The Login/Please enter your new password screen will appear again.

4.4.4 Userrequest for password change

It is also possible to change your password independently of the password expiration.

1. Press the Login button and select your user name from the list.

The Keyboard screen appears.

2. Enter your password and confirm with OK.
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The Sample Preparation screen appears.

. Press the Tools tab and select the User Management button.

User Management

The User Management/Your user data screen appears.

. Press the Change PWD button.

Change PWD

[

The User Management/Please enter your new password screen appears.

Please enter your new password Tools
0ld Password:
Cancel

. Press the Old Password text field.

. Enter the old password in the Keyboard screen and press OK.

(+].4
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The User Management/Please enter your new password screen appears again.

User Management

Please enter your new password Tools |
0Old Password: ‘
New Password:
Cancel
Help
00000
QIAGEN

. Press the New Password text field.

Note: The password must be a minimum of 8 characters. It should not be same as
the login name and it must differ from the previous 10 passwords. If the strong
password policy is enabled, the password must be a minimum of 8 characters — 2
upper case, 2 lower case, 2 numeric and 2 special characters. It should not be same
as the login name and it must differ from the previous 10 passwords.

. Enter a new password in the Keyboard screen and press OK.

(+].4

The User Management/Please enter your new password screen appears again.

User Management

Please enter your new password Tools
Old Password:
New Password:
Cancel

. Press the Confirm New Password text field.

The Keyboard screen appears.
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10. Confirm the new password and press OK.

0K

The new password is now active.
4.5 Assay favorites

In the integrated mode, personalized assay favorites can be defined for quicker
assignment within the setup screen for Integrated Operation.

1. Press the Tools tab and select Assay Favorites.

The Define Assay Favorites screen appears as shown below.

Tools | Define Assay Favorites

Select Assays and assign to Buttons:

> Abgene+RNA

> AbgenesVirus

> Rotordisc

Save

> Test Conflicts

> other

GOOBE
00000

QIAGEN

> Panels

]
o
=
||

e

The dialog contains a list showing the available assays for Integrated Setup and the
set of favorite buttons identical o the ones in the Integrated Setup screen. The
buttons are labeled with the defined favorite assays, if already assigned, otherwise
the label is empty.

2. Select the assay fo assign as a favorite.

3. Assign the selected assay fo a selected blank Favorites button.

The assay will be displayed on the assigned favorite button.

4. Press Save.
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Changes are saved in the user data, enabling user-specific configuration of the
Favorites butftons.

5. Toremove assays as favorites, select the button and then press Clear.

The selected assay will be removed from the Assay Favorites.

6. If Cancelis pressed, a message appears warning that all changes will be lost.
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5 Sample Preparation User Interface

The QIAsymphony Operating Software is developed exclusively for use with the
QlAsymphony SP/AS instruments.

The software has the following menus that are required for operation of the QlAsymphony
SP/AS:

® Tools screen for accessing these menus:

® Maintenance SP
® Service SP

® Maintenance AS
e Service AS

® File Transfer

® Rack Browser

® Labware Browser
® Instrument Report
® User Management
® Configuration

® Assay Favorites

e Sample Preparation menu to conftrol the individual drawers and for logging in to the

instrument.

® Maintenance SP menu within the Tools menu for performing routine maintenance
procedures (see Section 15) and to operate individual modules of the QlAsymphony
SP.

e Service SP menu within the Tools menu for performing service protocols, to initialize
the instrument, and to transfer files (e.g., result files, log files, Assay Control Set files, or
labware files) from the USB stick fo the QIAsymphony SP/AS instruments (see Section
7.3).

® Maintenance AS menu for performing routine maintenance procedures. See Section
15 for more details about maintenance procedures.

e Service AS menu for performing service protocols and initializing the instrument.
Note: The Maintenance AS, Service AS and Assay Favorites menus are also accessible

from the Tools screen. These menus are only required for operating the QIAsymphony AS.
For more information about these menus, see Sections 4.5, 6.4, and 6.5.

® File Transfer menu within the Tools menu for downloading and uploading files
to/from the USB to the QIAsymphony SP/AS instruments.
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® Rack Browser menu within the Tools menu for viewing rack files saved on the
QlIAsymphony SP/AS instruments.

® Labware Browser menu within the Tools menu for viewing additional information
about labware.

e Instrument Report menu within the Tools menu for creating reports that help QIAGEN
Technical Services with froubleshooting.

e User Management menu within the Tools menu for managing users and passwords.

e Configuration menu within the Tools menu for setting configuration parameters.

e Assay Favorites menu within the Tools menu for defining commonly used assay

workflows.

A protocol is a set of instructions that allows the QIAsymphony SP to perform an
application. The Instructions for Use (Handbook) for the assay you are using will tell you
which protocol you should use.

An Assay Control Set is the combination of a protocol plus additional parameters, such
as internal control. For example, if an internal controlis used, the Assay Confrol Set defines
the protocol, the internal control, and optional identification of the internal control
through bar code reading.

5.1 Starting the QIAsymphony software

If the QlAsymphony SP is switched off, switch the insfrument on by pressing the power
switch at the front-left of the QIAsymphony SP. The QlAsymphony SP performs initialization
tests and the startup screen will be displayed.

Once initialization is complete, the sample preparation menu is displayed and the user
can log in.
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5.2 Software features common to all screens

The software uses a number of features common to all screens to provide information
about actions performed and instrument status.

Tab menus
Menu " logouwr
Integrated Run Sample Preparation Assay Setup Tools | Log Out
nam
Overview
P Carrier P Carrier 2 P Carrier ] . A
Integrated 2000006 3000003 -
Batch 1 QUEUED QUEUED
— | Modify Run
Start run now Integrated Batch finished in 10 min
o 0O
= Integrated 2000005 3000004 o
9 Batch 2 QUEUED QUEUED 3
8 Load AS in 10 min Integrated Batch finished in 21 min “ g
No] S
Q o
>
0] o
- @]
=
( Help
o B
Logo/
00000 —
QUAGEN software

:I Status bar

QIAsymphony RGQ MDx (US) screen layout.

5.2.1 General screen elements

Each software screen contains the same general elements.

Menu name Shows the menu that is active. With some menus, more than one
tab is available. For example, the Labware Browser menu contains
two tabs:

® Labware SP tab
® Labware AS fab

Dialog panel  The dialog panel is the part of the screen in which information is
displayed. Some dialog panels may also contain buttons and text
fields. For more information, refer to the description of the
corresponding screen.
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Command The command bar contains buttons that enable the user to select

bar information, proceed through a workflow, cancel a workflow, calll
up the software help texts or access other menus and screens. For
more information, refer to the description of the corresponding
screen.

Status bar The status bar provides information about the different drawers of
the QlAsymphony SP/AS instruments and information about date
and time and the user who is currently logged in.

QIAGEN logo  Displays the software version.

tabware P m

Tools
llli!ii!ll
Select stmare from th lst
Protocols
| Tube Carrler
5 Tube
‘ Assays Insert 00
5 Tube —
Name nia Insert 01 Racks
Materlal nfa s Tuba
Supplier n/a Insert 02
Example cat. no. n/a
5 Tube
Additional Info n/a Insert 03
Insert catalog number N/a
5 Tube
Insert 1A
5 Tube ——
Insert 2A Help
Tube
> Insert 38

20000
QIAGEN

Labware SP tab of the Labware Browser menu.

5.2.2 Tab menus

Integrated Run The Integrated Run fab is used to:

e Define integrated runs

e View information about the status of defined
integrated runs (i.e., progress, batch status,
estimated time remaining, and the next user
interaction required for each integrated batch)

sample Preparation The Sample Preparation tab is used for viewing details of

the loaded samples on QlAsymphony SP.
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The Assay Setup tab is used to view information about the
Assay Setup

QlAsymphony AS and remove complefed assays.

—_ The Tools tab provides access to several menus required

for operation of QlIAsymphony SP/AS instruments.

52.3 Up and down arrows

Some dialog panels contain lists with parameters that can be selected by the user.

Deep
2 Well

Micro
Plate

PCR
Plate

Tube
4 1.5ml

Tube
2 2.0ml

Example of a list in the QIAsymphony software.

To move up through the list, press the up arrow. To move down through the list, press the
down arrow.

In some lists, an item can be directly selected whereas in other lists a category must first
be selected followed by the item. An item or category is selected by pressing it.

5.2.4 Messages

During operation of the QlIAsymphony SP/AS instruments, messages may appear that
provide the user with general information, inform the user that operator input is required,
or provide information about warnings and errors. Each type of message contains a
symbol for easy identification by the user.
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This symbol is displayed if the message contains information about an

error.

This symbol is displayed in warning messages.

This symbol is displayed if input by the user is required.

This symbol is displayed if the message provides the user with

©@P>P

information.

5.3 Status bar

The status bar allows the user to view information about the status of each of the

QIAsymphony SP drawers and the QIAsymphony AS drawers.

5.3.1 Batch statusicon

The way the batch status icon is displayed varies according fo the loading state of the
tube carrier on the QIAsymphony SP.

Batch status icon. The batfch status icon provides the user with information about each
sample batch.

The color of each tube carrier denotes the status of the associated batch (see "Colors of
drawer buttons”, Section 5.3.1 for more information).

The status of batch 4 is “QUEUED”.
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5.3.2 Drawer buttons

There is a button for each of the QIAsymphony SP drawers in the status bar. If a drawer
button is pressed or if the drawer is opened, the corresponding software screen
described below appears.

Note: For the QIAsymphony RGQ MDx (US), there is a button for each of the QIAsymphony
AS drawers next to the QlAsymphony SP drawer buttons in the status bar. See Section
6.1.2 for more details.

Press the S button to open the Sample Preparation/Define Sample
Rack Type screen.

If the § button is flashing, press the button so that the warning or
error message can be displayed.

Press the R+C button to open the Consumables/8-Rod
Covers/Tubes/Filter-Tips/Reagent Cartridges screen.

Press the W button to open the Waste screen.

Press the E button to open the Elution Slot/Configure Racks screen.

S button

The button for the "Sample” drawer is active if the Batch Overview or Sample View screen
of the Sample Preparation menu is displayed.

R+C button

The button for the “Reagents and Consumables” drawer is active if the Consumables/8-
Rod Covers/Tubes/Filter-Tips/Reagent Cartridges screen is displayed. This screen appears
when the R+C button is pressed.

If insufficient consumables and reagents are loaded for the queued batches, the R+C
button becomes vyellow and flashes. After opening the Consumables/8-Rod
Covers/Tubes/Filter-Tips/Reagent Cartridges screen the R+C button becomes gray
again.
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W button

The button for the “Waste"” drawer is active when the Waste screen is displayed. This

screen appears after the W button has been pressed.

If there is insufficient space in the “"Waste" drawer for used 8 Rod Covers or sample prep
cartridges, the W button becomes yellow and flashes. After opening the Waste screen,

the button becomes gray again.

E button

The button for the “Eluate” drawer is active if either the Sample Preparation/Elution
Slot/Configure Racks or the Sample Preparation/Elution Slot screen is displayed. One of
these screens appears when the E button is pressed or if the “Eluate” drawer is opened.

Note: The E button becomes green and the arrow symbols flash if an elution rack is ready

to be removed from the “Eluate” drawer.

Colors of drawer buttons

The color of each button changes to show the current status of the drawer.

Gray

Yellow and
flashing

Blue

Anthracite

Green with
flashing
arrows

This shows that the drawer is active.

If an error occurs, the drawer button turns yellow and flashes to
alert the user.

If the run is stopped either by the user or due to an error, the §
button becomes yellow and flashes. If the button is then pressed,
the corresponding error message is displayed. The user must then
press the OK button to contfinue. The § bufton becomes gray
again.

If one of the drawer buttons is active, the buttons for the other

drawers are displayed in blue.

If the “Eluate” drawer or Sample Preparation/Input Rack screen is
open, the buttons for the other drawers become anthracite.

This applies only to the E button for the “Eluate” drawer. The E
button becomes green and the arrow symbols flash if an elution
rack is ready to be removed from the “Eluate” drawer.
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5.3.3 Date and time

Date and time are displayed at the bottom right of the status bar.

5.3.4 Userloggedin

The name of the user currently logged in is displayed below the date and fime.

54 Command bar

The command bar is at the right of each screen. The buttons that appear in the
command bar vary according to the screen displayed.

5.4.1 General buttons

When you press the buttons, the following actions will be initiated:

Cancel Closes the screen without saving the changes.

Next Opens the next screen in the workflow.

- Opens the previous screen.

- Saves the changes and closes the current screen.
Help Provides information to help the user complete the current
screen.
_ Displays the software version.

LT ELL]
QIAGEN
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5.5 Schematic plates

Schematic plate diagrams are used in some screens to display racks and their contents.

Press on a position to show its details, or select a position using the arrow buttons.

2. 8 9 1M 12

T O MmO A »

Press an tube pasitions for detais

Example schematic plate.

E Position is assigned to a batch.
Position is assigned to a batch that is currently being processed.
- Position has been processed.

Hatched

gray Position is blocked or reserved and cannot be used.

I 1 I Sample has the status “"unclear”.
—1 [LH H "
I 1 Sample has the status “invalid”.

. Position is empty.

‘ 1_1 Position is currently selected.
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Moves selection one position to the right.

Moves selection one position to the left.

Moves selection one position up.

Moves selection one position down.

CEEE

5.6 Screens (all menus)
5.6.1 Keyboard screen

A virtual keyboard is displayed in the Keyboard screen, enabling, for example, sample
IDs, elution rack IDs and elution slot IDs to be scanned with a handheld scanner or to be
manually entered.

If a software screen contains a text field that is colored light pink, press the text field and
the Keyboard screen appears automatically.

Sample ID

Please enter sample ID | Position 1

|aoo1\

0 1 G [
E]EJEJE]E]E%
)

0 0 G [ G
PBDBB

Keyboard screen.
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Buttons in the command bar

In addition to general buttons (see Section 5.4.1), the Keyboard screen displays the
following button.

.. Clear I Removes text from the text field.

Text field

The text field displays scanned or manually entered text and numbers.

Virtual keyboard

The virtual keyboard is based on a standard "QWERTY" keyboard. The default view of the
virtual keyboard is the “ABC" view, with letters and numbers displayed. To enter symbols,
press the Symbols button.

Please enter sample ID | Position 1

|400‘I

G0 00 G O [ G G
0 0 G O [ G
0 0 0 O O 0 [ [ e
PDD[:] =0

5.6.2 Consumables/Cartridges/Filter-Tips screen

€ oe Clear

el

This screen consists of 2 dialog panels — the Consumables dialog panel and the Sample
Calculation dialog panel. It provides information about 8-Rod Covers, sample prep
cartridges, reagent cartridges, filter-tips, and an additional buffer bottle (not required for
all protocols; see the Instructions for Use (Handbook) for the assay you are using for more
information).

This screen enables the bar code of the buffer bottle to be scanned or entered. If

consumables or reagents are missing, information will be provided in this screen.
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Note: Press the Tip Information button for a recommendation on tip loading.

Consumables | Cartri Filter-Tips

riridg Reserv Availabl Missin

B-Rod covers 2 12 0
Sample prep cartridges 12 84 0 Sample Calc.
Tip Reser Availat Missing —
Bottle ID
Tips 1500 pl 72 320 0
Tips 200 pl 16 192 0
Reagent r Available Missing

Accessory-Trough-12

ETOH 0 124595 0

Accessory-Trough-5

ETOH 0 124595 0

BufferBottle-1

Buffer o unknown 0

Reagentbox-1

QsLz 8000 40614 o .

Qse1 20800 72603 0 {L}

Qsw1 24000 81582 0

Qsws 24000 81582 0

Qswz 48000 86582 0

Buffer bottle bar code 00000
N

Consumables/Cartridges/Filter-Tips screen (Consumables dialog panel).

Consumables | Cartri

Cartridges Estimated Sample Selected Application/ACS
8-Rod covers 64 Virus 1000
Sample prep cartridges 72 Sample Calc.

Applications/ACS:

Tip Estimated Sampl

I

Consumables

Tips 1500 pl B8
Tips 200 pl 157 Bottle ID
v Virus

Reagent Estimated Samples

Accessory-Trough-12(ETOH) 200

Accessory-Trough-5(ETOH) 200 Virus

BufferBottle-1(QsX1) 200 1000 IntCtri2

Reagentbox-1 37

Reagentbox-2 0

eagentbox- oK

Help
e, with the current loaded

cansumabies. 0000
The limiting cansumable s highkghted.
Extra tips for e, the IC-Check or clat d inchuded in of QIAGEN

Consumables/Cartridges/Filter-Tips screen (Sample Calculation dialog panel).
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Command bar

’b Sample Calc. ] Opens the Sample Calculation dialog panel.

{ Consumables J Opens the Consumables dialog panel.
‘ Bottle ID Displays the Keyboard screen. If the application requires an

additional bofttle of buffer, the bar code can be entered either
manually or using a handheld bar code scanner. The bar code
enables the QIAsymphony SP to identify which buffer has been
loaded.

Dialog panel
Consumables panel

The Consumables dialog panel displays information in tabular format about reagents
and consumables that are reserved, available, or missing. If an additional buffer bofttle is
required for the profocol, the bar code is displayed in this dialog panel.

Sample Calculation panel

The Sample Calculation dialog panel displays information about the remaining number
of samples that can be processed with the reagents and consumables that are currently
loaded on the worktable. Any reagents and consumables that are reserved by
scheduled batches are not included in the calculations. Limiting resources are shown in
red. Numbers relate to the particular Assay Confrol Set that is selected in the
Applications/ACS list.

Note: Since the default elution volume is used for calculations, the actual number of
additional samples that can be processed may differ slightly.

The calculation is updated if an application/ACS is selected or changed or after finishing
a new inventory scan.
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5.6.3 Waste screen

This screen displays information about used consumables and liquid waste.

8-Rod covers / Sample prep cartridges o 14

)

ee000
QIAGEN

Waste screen.

Dialog panel

The dialog panel displays information in tabular format about used consumables.

5.6.4 Eluate Drawer/Elution Slot/Configure Racks screen

This screen is displayed when the E button is pressed.

Eluate Drawer | Elution Slot | Configure Racks

Select the rack to be configured

“r Configure view

Eluate Drawer/Elution Slot/Configure Racks screen.

Note: To be able to assign or remove elution racks, the “Eluate” drawer must be open.
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5.6.5 Eluate Drawer/Elution Slot/Change Rack X screen

This screen is displayed when the E button is pressed and a slot is selected.

Eluate Drawer | Elution Slot | Change Rack 1

Modify the configuration or change rack 1

o Configure View Rack Flles
'
D Available rack types

Type Rack 1D

Batch (1
Deep

2 > Well

D

Type 3 Micro

ot Plate Cancel
PCR

3 > Plate oK

D

Type 5 Tube

e -
Tube

w > 2.0mi

D e —

Type

T v eso00

atc| QIAGEN

Note: To be able to assign or remove elution racks, the “Eluate” drawer must be open.

5.7 Tools tab

The Tools tab provides access to several menus, required for operation of the
QlAsymphony SP/AS instruments.

Note: The Tools tab cannot be accessed from every screen, for instance it cannot be
accessed during run definition.

Accessrights to the menus are dependent on the role assigned to the user. A “Supervisor”
can access all of the menus, and an “Operator” can access all of the menus except the

Configuration menu.
After initialization, the Sample Preparation menu is displayed.

To access any of the other Tools menus:

1. Press the Tools tab.

2. Select the menu to be accessed by pressing the appropriate button in the Tools
screen.
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I Integrated Run Sample Preparation Assay Setup

s _

Select one of the listed menus

sesse
00000
QIAGEN

Tools screen (“Operator” logged in).

The "Operator” can access the following menus:

® Maintenance SP

e Service SP

e User Management
e File Transfer

® Instrument Report
® Rack Browser

e Labware Browser
The “Supervisor” can access the following menus:

® Maintenance SP

e Service SP

e Configuration

e User Management
e File Transfer

® Insirument Report
® Rack Browser

e Labware Browser
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Dialog panel

The dialog panel contains buttons that enable access to other menus. If the user does
not have access rights, if a batch is running, or if an unfinished workflow is opened, some
buttons may be disabled.

Note: For detailed information about the menus that are required for operation of the
QIAsymphony SP (Maintenance SP and Service SP), refer to Sections 5.10 and 5.12.

il Opens the File Transfer menu.

For detailed information, see Section 5.13.

Rack Browser Opens the Rack Browser menu.

For detailed information, see Sections 5.15 and é.7.

\ Labware Browser Opens the Labware Browser menu.

For detailed information, see Sections 5.16 and 6.6.

Instrument Report Opens the Instrument Report menu.

For detailed information about how to create an instrument
report file, see Section 5.14.

Assay Favorites Opens the Assay Favorites menu.

For detailed information about how to configure “Favorite”
assays for an integrated run, see Section 4.5.

User Management Opens the User Management menu.

This button has different functionality depending on whether a
“Supervisor” or an “Operator” is logged in.

For detailed information about managing users, see Section 4.
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Opens the Configuration menu.
This button is only active if the “Supervisor” is logged in.

After configuration, the QIAsymphony SP/AS instruments may
need to be restarted. Therefore, this button is only active if there
is no output on the QlAsymphony SP or on the QIAsymphony AS.

For detailed information about how to configure the
QIAsymphony SP/AS instruments, see Section 4.
Opens the Maintenance SP menu.

For detailed information, see Section 5.10.

Opens the Service SP menu.

For detailed information, see Section 5.12.

Switches to the assay setup user interface and displays the
Maintenance AS menu for the QIAsymphony AS.

For detailed information, see Section 6.4

Switches to the assay setup user interface and opens the
Service AS menu.

For detailed information, see Section 6.5.
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5.8 Sample Preparation menu

The Sample Preparation menu is used to view information about the QIAsymphony SP
and the progress and state of sample preparation.

Integrated Run Sample Preparation

Overview

Assay Setup Tools

Overview

tatu Batch ID Prot Destinatior
Sample View
READY TO LOAD

READY TO LOAD Wizard

SR

READY TO LOAD

READY TO LOAD

eseee
QIAGEN

Sample Preparation menu (Sample Preparation tab).

Sample Preparation

To select the Sample Preparation tab, press the appropriate name.

Sample View

To select the Sample View screen, press the Sample View button in the command bar.

Log In/Log Out

The Log In button is displayed at the top right of every screen. The Log In/Log Out button
enables the user to log in with a different user ID.

The user can log in with either the “Supervisor” or the “Operator” user ID.
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The user with the “Supervisor” user ID can:

e Upload Assay Control Sets, protocols, process configuration profiles, cartridge
information, duration files, rack files, work lists, scripts and labware files from the USB
stick o the QlAsymphony SP.

e Download result files, log files, instrument reports, duration files, rack files, work lists,
Assay Control Sefts, protocols, carfridge information, users, scripts and labware files
from the QIAsymphony to a USB stick.

® Synchronize files on the QIAsymphony SP with files saved on a USB stick (e.g., for
deletion of files on the QlAsymphony SP) and vice versa.

e Configure date, time, and the defaulf tube types.

® Manage users and passwords
The user with the “Operator” user ID can:

e Define and run batches

e Download result files and log files

e Clearresult files

e Change their own password

Note: Users with the "Operator” user ID can also download log files, result files,

confirmation files, instrument reports, rack files and work lists. They are also able to upload
rack files and work lists.

Integrated Run Sample Preparation

Overview
Overview
tatu Baich ID Prot Destinatior " )
Sample View
READY TO LOAD

Assay Setup Tools

If the Log Out button is pressed, the user currently logged in is logged out.
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5.8.1 Login screen

The Login screen displays the list of users with active user accounts.
Login ‘ Log Ir ‘
Please select user:

John
Doe

Max
Muster

Supervisor Back

0000
QIAGEN

Login screen.

Dialog panel

Users list

To log in to the QIAsymphony SP, select the corresponding login name from the Users list.

The Keyboard screen then appears, which enables the user to enter their password. Press

OK to complete the login.

After successful login, the Sample Preparation/Overview screen is displayed. Depending

on your assigned role (“Supervisor” or *Operator”), you have different access rights.

5.8.2 Sample Preparation tab — Sample Preparation/Overview screen

The Sample Preparation tab shows the status of all sample batches. It also enables the

user to assign infernal controls to positions in the fifth tube carrier (position A). For samples

loaded in tubes, the position of the Batch button corresponds to the loaded sample slot.

For example, if a tube carrier is loaded into “Slot 2", the second Batch button becomes

light blue.
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Integrated Run Sample Preparation Assay Setup Tools

Overview
Overview

tatu Batch ID Protacol Destination

SP Batch 1 | quEuED 2000001 BS Virus_1000 slot 1
Fast Setup
SP Batch LOADED 2000002 Wizard

READY TO LOAD

Sample View

READY TO LOAD

iC READY TO LOAD

e000e
QIAGEN

Sample Preparation tab.

Sample batch status

The status of each sample batch is denoted by the color of the relevant Batch button.

Blue

5P Batch The sample batch is loaded. The position of the Batch button
corresponds to the slot number that the tube carrier was loaded
into.

Light green

5P Batch 2 The batch is loaded and queued. Assay Control Set and elution
slot have been assigned.

The samples in the batch are being processed.

Dark green

SP Batch 2 The samples in the batch have been processed and purified
nucleic acids eluted. If further batches are to be eluted into

separate elution racks, this elution rack can be unloaded.
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Orange

Red
SP Batch 3

Command bar

Pause 5P

Stop SP

Continue 5P

All batches currently being processed are paused. The batches
can be either continued or stopped.

The batch has been stopped by either the user or due to an error.
If processing was stopped due to an error, the § button, which
corresponds to the “Sample” drawer, becomes yellow (see
Section 5.3.1).

The button is active if at least one batch has been queued. Press
Run to start batch validation. If the defined batch is successfully
validated, the run will start. If there is a problem with the defined
batch during validation, a warning will appear with more

information.

If arunisin progress, the Pause SP button is visible. The Pause SP
button should only be pressed in an emergency. After pressing
Pause SP, the QIAsymphony SP completes the current command
being processed, pauses the protocol, and changes the sample
state to “unclear”. If the protocol has been paused either by the
user or due to an error, a Stop SP and Continue SP button appears
(see Section 17).

Note: The drawers of the QIAsymphony SP will be unlocked and

the samples of the processed batch will be flagged as “unclear”.

The Stop SP button appears if the current run is paused. Press Stop
SP to stop all currently running batches. Batches that have been
qgueued but have not yet been processed remain queued.

Note: Refer to Appendix E for information about worktable
cleanup.
The Continue SP button appears if the current run is paused. Press

the Continue SP button to continue the run.

Note: A run should only be paused in an emergency.
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Dialog panel

SP Baich
SP Batch X

New ...

The status of each batch is shown. Depending on the batch status,

pressing the SP Batch button may result in an action being

performed.

READY TO LOAD — the SP Batch button is inactive in this state.

LOADED — if the SP Batch button is pressed, the batch
definition workflow starts.

STOPPED/COMPLETED — if the SP Batch button is pressed, the
batch will be removed and new samples can be loaded.
Pressing the SP Batch button has the same effect as removing
the tube carrier for that slof.

PAUSED — the SP Batch button is inactive in this state.

Note: The “X" represents the baftch number as a substitute for the

Batch ID. See Section 5.8.3 for more details.

The IC button is for the internal control and is only active if internal

controls are loaded in a tube carrier. Depending on the status of

the internal conftrol, pressing the IC button may result in an action

being performed.

READY TO LOAD — the IC button is inactive in this state.

LOADED — if the IC button is pressed, the Sample
Preparation/Internal Controls screen is displayed. This screen
enables the user to view the loaded internal controls. If fubes
are not bar code labeled or if an error occurred during bar
code reading, this can be resolved in this screen.

If batches are being processed and additional internal
conftrols need to be loaded, press this button to unlock the IC
carrier slof so that the tube carrier can be removed.

ON HOLD — a carrier with internal controls is not currently
inserted, but it was previously inserted and then removed. The
QIAsymphony SP retains the information about the previously
loaded internal controls if the Sample Preparation/Internal
Controls screen is open.
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Table
Status The bafch status is displayed.
READY TO LOAD — samples can be loaded.

LOADED — samples are loaded and can be defined for
processing.

QUEUED — samples are loaded and the batch is defined. The
batch is queued for processing.

RUNNING — the batch is running. Loaded samples in the batch are
being processed.

COMPLETED — all samples in the batch have been processed. If
the elution rack will not be used for collection of eluates in further
batches, the elution rack can be removed from the "Eluate”
drawer and the result file can be downloaded.

PAUSED — processing of the bafch has been paused. The samples
of the processed batch will be flagged as “unclear”.

STOPPED — the batch has been stopped either by the user or due
to an error. The samples are lost and cannot be manually

processed.

Batch ID The assigned batch ID is shown here.

Protocol If a batch is queued, the name of the protocol to be run is
displayed.

Destination The corresponding elution slot is displayed. For batch processing, it

is necessary to assign an elution rack to the selected elution slot in
the “Eluate” drawer.

Time The actual elapsed time is displayed.

Progress bar

The progress bar displays information about the protocol being run. Each protocol is
made up of steps such as lyse, bind, wash and elute. The progress bar displays information
about the actual step of the protocol being performed and also the total progress in
percent for the whole protocol. Additionally, the progress bar displays the remaining run
time in real-time.

processing Lyse: 12% Remaining: 00:01h Endtime: 12:47
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Note: Run tfime estimation is based on stored run times of previous, valid runs with identical

settings.

5.8.3 Sample Preparation tab — Sample Preparation/Sample View screen

Information is displayed about samples that will be processed, are currently being

processed or have been processed.

Note: A warning symbol appears in the Sample View screen if at least one sample is

flagged as “invalid”.

Integrated Run A Sample Preparation Assay Setup | Tools

==
Bt | src. | Pos Labware Sample 1D Assay Control Set staws  |Dest| pos. | T |
m
I T g:ﬁ:ggs';xmo 1001 ‘:g:; invalid 1 (.16 |
T2 Eemr e 1992 To00 valg 1| Fast sewp
Tr]3 ?::ts:issi;xmo b ‘:::r(l)‘é valid 1| (.16 —
T4 Eﬁfﬁ:ﬁgsl‘moo 1004 Y},’;é valid 1| (1.16) Wizard
11| s f;:’j:sgi;xmo 1005 \{gg; valid 1 | .16
1]11]¢ ?3:3:525}%00 1608 ‘:gg; valid 1 [0a9)
1| |7 | e 1007 Yo valid 1| 0.6 0
11 e e naoe 1008 i o 1 a8
D meme i [+ o
11 0 ?::g:;si;muo 1010 ‘:ggé valid 1| (1.16)
I T TR iR T s valid 1| (.18
AENE e = s
C e, s |
. BD#352051 Virus

0000
QIAGEN

Sample View screen.

Command bar

The command bar is as described in Section 5.8.2, page 80.

Dialog panel

Information about the samples is provided in tabular format. When the elution rack is

removed, all information about the samples is automatically removed from the table. If

eluates from samples processed in earlier runs have not been removed from the “Eluate”

drawer, information about these samples remains in the table.
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Table

Bt.

Src.

Pos.

Labware

Sample ID

Assay Control
Set

Vol. In

Vol. Out

Status

Dest.

Pos.

Protocol

Number of the batfch. Batches are numbered consecutively in the
order in which they have been defined, starting with Batch 1. The
batch numbering is therefore independent of the corresponding
sample slofs.

Batch numbering starts again at 1 if all batches and eluates are
removed from the QlAsymphony SP, or after Batch 99. In the latter
case, a batch number will not be reused if the elution plate of the
batch has not yet been removed.

The sample slot number.

The position in the tube carrier or the sample rack is displayed.

The labware used is shown.

ID (bar code, virtual bar code, or Position_BatchID) is shown.

The name of the assigned Assay Confrol Set is displayed.

The input volume, which is defined in the protocol, is displayed.

The elution volume is displayed.

The sample state is displayed. There are 3 possible sample states:
“valid”, "unclear”, and "invalid”.

The state of individual samples is also shown by the text color in the
table.

e Light green — "valid”
e Light pink — “unclear”

® Pink — “invalid”
The elution slot that is used by the batch.
The elution section of the corresponding elution slot is displayed.

The protocol that is used by the batch is displayed.
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5.8.4 Eluate Drawer/Elution Slot screen

If the “Eluate” drawer is opened, the Eluate Drawer/Elution Slot screen appears. If the
“Eluate” drawer is empty and an elution rack has not yet been assigned, the information
fields and the tabs are empty.

Close the "Eluate” drawer to proceed to the Eluate Drawer/Elution Slot/Configure Rack
X (where X =1 to 4) screen.

Eluate Drawer | Elution Slot | Change Rack 3

Modify the configuration or change rack 3

Configure View Rack Files

1 Racks

0] — Available rack types:
Type Rack ID
Reserved columns: |

Batch (5)

2

ID  Rack2

Type QIA#19585 S-Block96
&« | Batch

SAR#72.694
el |12An Screwskirt oK
ID  Rack3

Type SAR#72.693 T2.0 Screw
« Batch

Cancel

o |

4
1D
Type
Batch

Eluate Drawer/Elution Slot screen (Configure tab).

Eluate Drawer | Elution Slot | Ch

Modify the configuration or change rack 1

Slots Configure View
1
D Rack1
Type QIA#19585 *S-Block96 0 0 1 °°
& (o © & 8 11 00
2 y 7700
d 700
)
Type |y 9900
F
— >6 °°
l .00
: H ‘ |°°
L)
Type
Batch Sample 1D 1001
2 Batch ID, State 2000001, Removed -“
D Assay Control Set  Virus 1000
Type Type, State, Volume Sample, invalid, 110.0 pl
Batch
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Eluate Drawer/Elution Slot screen (View tab).

Note: Images of instrument screens and files used throughout this user manual (volumes

1 and 2) are examples and may differ from the actual screen or file you are using.

Command bar

Cancel

oK

Dialog panel

Elution slot
button 1

If the "Eluate” drawer is open, a message appears that tells the
user to close the “Eluate” drawer. If the Cancel button is pressed
affer the "Eluate” drawer has been closed, the screen closes
without saving the changes. An inventory scan of the "Eluate”
drawer is performed to check the inventory of the "Eluate”
drawer against the slot/rack assignment made in the Sample
Preparation/Elution Slot screen.

If the "Eluate” drawer is open, a message appears that fells the
user to close the drawer. If the OK button is pressed after the
drawer has been closed, the changes are saved and the screen
is closed. An inventory scan of the “Eluate” drawer is performed
to check the inventory of the “Eluate” drawer against the
slot/rack assignment made in the Sample Preparation/Elution Slot
screen.

Select to enter the Sample Preparation/Elution Slot/Add Elution
Rack screen or Sample Preparation Elution Slot/ Remove Elution
Rack screen. The elution slot can be selected by either pressing the
corresponding button or by scanning the corresponding bar code
label on the elution slot in the “Eluate™ drawer.

The following symbols can be displayed:

o E3_ oniy coolable siot with EMT allowed.
° @ — Cooling of elution slotf suppressed.
e € _ Elution rack can be removed.

o B _ “podlock” symbol, the elution rack is in use and cannot
be removed.
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B or Press to switch cooling on “Elution slot 1" on or off. If the selected
protocol requires elution rack cooling, do not switch cooling off.

5.8.5 Eluate Drawer/Elution Slot/Change Rack X screen

If an elution slot is selected when the "Eluate” drawer is open, the Eluate Drawer/Elution
Slot/Change Rack X screen is shown.

Close the “Eluate” drawer to show the Eluate Drawer/Elution Slot/Configure Rack X

screen.

Eluate Drawer | Elution Slot | Change Rack 1

Modify the configuration or change rack 1

Configure vi

slats o

1

D Rackl ‘ Remove
Type QIA#19585 *S-Block96

« Batch (1) (5

2
1D
Type

Batch Cancel

1D
Type

Batch
Help

! Ll

1D
Type
Batch

Eluate Drawer/Elution Slot/Change Rack X screen (Configure tab).

o000
QIAGEN
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Eluate Drawer | Elution Slot | C|

Modify the configuration or change rack 1

Slots

1l

ID  Rackl

Type QIA#19585 *S-Block96
& | Bateh (1))

2

2

1D
Type
Batch

Cancel

3

1D
Type
Batch

[elelolololalolo]
00000000

sample 1D 1001

4
1D
Type
Batch

Batch ID, State 2000001, Removed
Assay Control et~ Virus 1000

Type, State, Volume Sample, invalid, 110.0 I 00000
00000
QIAGEN

Eluate Drawer/Elution Slot/Change Rack X screen (View tab).

Command bar

Rack Flles

Racks

Rack ID

iy

Cancel

oK

Displays the Available rack files list in the Configure tab. This
button is visible only if the Configure tab is selected.

Displays the Available rack types list in the Configure tab. This
button is visible only if the Configure tab is selected.

Press to open the Keyboard screen. This enables the user to enter
an elution rack ID. The ID will be displayed in the elution slot
button.

Note: Instead of manually entering the ID, the handheld bar code
scanner should be used to scan the ID.

Note: If a rack file is found for the entered ID, it is assigned
automatically.

A message appears telling the user to close the “Eluate” drawer.

A message appears telling the user to close the “Eluate” drawer.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

20



Note: If an elution rack was already assigned to the selected slot when the Eluate

Drawer/Elution Slot screens were entered, the Rack Files, Racks, and Rack ID buttons are

inactive. If you want to place a different rack on the slot, remove the currently defined

rack first by pressing the Remove button in the Configure tab.

Dialog panel

Elution slot
button 1

] or &

Press to select the corresponding slot. The elution slot can be
selected by either pressing the corresponding button or by
scanning the corresponding bar code label on the elution slot in
the “Eluate” drawer.

The following symbols can be displayed:

° — Only coolable slot with EMT allowed.
° EI Cooling of elution slot suppressed.
e € _ Elution rack can be removed.

o ® _ “podiock” symbol, the elution rack is in use and cannot
be removed.

If the elution slot is to be used for a batch that has already been
defined, additional information is displayed.

1

ID  Rack
Type QIA#19585 *5-Block96

Batch 5.

For batches that have already been defined, the batch number is
also displayed.

The background color of the batch number indicates whether the
batch is queued (blue), running (light green), or finished (green).
Blocked batches are hatched.

Press the button to change whether cooling of the elution rack
placed on “Elution slot 1" is suppressed. If the selected protocol
requires elution rack cooling, cooling must not be suppressed.
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Configure tab

Remove This button is active if the << symbol is displayed for the selected
slot. Press to remove the rack from the selected slot. Depending
on the software configuration of your QIAsymphony SP, you may
have to entfer the ID of the elution rack to be removed. In this
case, the Keyboard screen appears. Enter the ID of the elution
rack either manually using the keyboard or using the handheld
bar code scanner.

Reserved This option is available if a rack type has been defined for the

columns field selected slot, the rack on the selected slot is empty and no batch
defined for this elution slot is running. Columns on the left side of
the rack can be marked as reserved for other purposes and will
remain untouched by the batch processing. Use the + and =
buttons to adjust the number of reserved columns.

Available rack files list

If Rack Files is selected, the list of all rack files that can be assigned to the elution slofs is
displayed. To assign a rack file, proceed as follows:

1. Select the slot by pressing the appropriate slot button.

2. If Racks is selected, press Rack Files.

3. Select the rack file by pressing the item in the list. Use the up and down arrows to
scroll through the list.

Available rack types list

The list displays all available elution rack categories with rack types that are allowed for
the selected elution slot. To select the rack type that will be placed onto the selected
slot, proceed as follows:

1. Select the slot by pressing the appropriate slot button.

2. If Rack Files is selected, press Racks.

3. Select the EMIR elution rack category by pressing the item in the list. Use the up
and down arrows to scroll through the list.

Note: Only the EMTR is allowed for QlAsymphony RGQ MDx (US) workflows.

4. Alist of rack types in the selected category that can be assigned to the selected
elution slot is displayed.
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5. Select type of rack by pressing the item in the list. Use the up and down arrows to
scroll through the list.

5.8.6 Eluate Drawer/Elution Slot/Configure Rack X screen

If an elution slot is selected when the “Eluate” drawer is closed, the Eluate Drawer/Elution
Slot/Configure Rack X screen is shown.

Open the “Eluate” drawer to enter the Eluate Drawer/ Elution Slot/Change Rack X screen.

Eluate Drawer | Elution Slot | Configure Rack 1

Modify the configuration of rack 1

Ty Configure View Rack Files

1

D Rack1 g Available rack types:
Type QI,AMQSSS *5-Block96 T
Reserved columns:

Racks

2 NU#260252
0 E *DeepWell96 RB
D
Type Rt
6 Cancel
Batch
3 oK
10
Type RE#STBR96-300
= —
4 TS#3711
*1.4ml 2DStorageT
D

Type
BSteh QIAGEN

Eluate Drawer/Elution Slot/Configure Rack X screen (Configure tab).
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Eluate Drawer | Elutio

Modify the configuration of rack 1

Slots Configure View

1 1.2 3 4 5 6 7 8 9 10 11 12

ID  Rackl

Type QIA#19585 *S-Block96
ﬂ Batch (1)

Sample ID 1001

Batch ID, State 2000001, Running
Assay Control Set  Virus 1000

Type, State, Volume Sample, invalid, 110.0 pl

Eluate Drawer/Elution Slot/Configure Rack X screen (View tab).
Command bar
Closes the screen without saving the changes. An inventory
scan of the “Eluate” drawer is performed to check the inventory
of the "Eluate” drawer against the slot/rack assignment mode
before the Eluate Drawer/Elution Slot screens were entered.

o Saves the changes and closes the screen. An inventory scan of

the "Eluate” drawer is performed to check the inventory of the

“Eluate” drawer against the slot/rack assignment made in the
Eluate Drawer/Elution Slot/Change Rack X screen.

Dialog panel

The dialog panelis the same as for the Eluate Drawer/Elution Slot/Change Rack X screen
(Section 5.8.5) if the "Eluate” drawer has been opened since entering the Eluate
Drawer/Elution Slot screens.
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If the "Eluate Drawer” has not been opened since entering the Eluate Drawer/Elution Slot
screens, there are the following exceptions:

® The Remove button, the Available rack types list and the Available rack files list in
the Configure tab are not available.

e The buttons that correspond to an elution slot without an assigned rack are
disabled.

5.8.7 Eluate Drawer/Elution Slot/Scan Drawer screen

This screen is shown when a scan of the “Eluate” drawer is in progress.

Eluate Drawer | Elution Slot | Scan Drawer

Wait for inventory scan of eluate drawer to finish

Slots Configure View
1
13:4 ID  Rackl
Type QIA#19585 *S-Block96
& | Bateh 5
2
No preview available due to parameter changes
ID Rack2
Type QIA#19585 S-Block96 (
&« Coid Stop Scan
3
1) Rack3
Type SAR#72.693 T2.0 Screw
« Batch Sample ID nfa
Help
Batch ID, State na
Assay Control Set N/
Type, State, Volume "2
00000
QIAGEN

Eluate Drawer/Elution Slot/Scan Drawer screen.
Command bar

Cancel This button is not active on this screen.

- This button is not active on this screen.

| — ’ Stops the inventory scan of the "Eluate"” drawer that is in
op Scan
progress, and then opens the previous screen.
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Dialog panel

The dialog panel is the same as for the Eluate Drawer/Elution Slot/Configure Rack X
screen (Section 5.8.4).

5.9 Configuration menu

The Configuration menu enables the “Supervisor” to edit a range of configuration
parameters. For more details, see Section 4.

5.10 Maintenance SP menu

The Maintenance SP menu enables components of the instrument to be used without
running a protocol. Tools for performing routine maintenance procedures or for cleanup
of the worktable are also available. See Section 15 for more details about maintenance
procedures.

Important: Before using the Cleanup fool, refer to Section 15 of this manual. Only use
these tools as indicated and according to the given instructions.

5.10.1 Maintenance SP screen

Tools | Main

Select maintenance procedure by pressing the appropriate button

e ]
N

QIAGEN

Maintenance SP screen.
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Dialog panel

For more information about the Maintenance SP menu, refer to Section 15.

5.11 User Management menu

The User Management menu enables the “Supervisor” to create new users, to reset
passwords, to change user roles and to activate/inactivate user accounts. This menu
enables the “Operator” to change their password independently from the password
expiration sefting.

5.11.1 User Management/Please select user screen

The User Management screen enables the user fo perform actfions regarding user
management. The exact screen that is displayed depends on the rights of the user
logged in ("Supervisor” or “*Operator”) the screen appears with differences.

User Management

Please select user: Tools

Change PWD

e

Login name: | |

Add User

Activated [
Users
First name:

FileTransfer
Last name: | |

john
Doe

Edit Password only If you want to change it
Max. Cancel
Muster

New Password: | |

Supervisor

Confirm new Password: | |

Help

e

Jser, activated

0000
QIAGEN

User Management/Please select user screen for the “Supervisor”.

Command bar

Change PWD | Press fo change your own password.
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|' Add User This option is only available to the “Supervisor”. Press to create

a new user account.

[ Change Roles ' This option is only available to the "Supervisor”. Press to change

the role of an existing user.

’J _— | Press to save the changes. This button is active if the changes
have not been saved and inactive if no changes have been

made.

Dialog panel

Login name Displays the login name of the user. This cannot be changed.

First name Active if a user account is selected in the list. Press to change the
first name.

Last name Active if a user account is selected in the list. Press to change the
last name.

New Active if a user account is selected in the list. Press to enter a new

Password password.

Confirm new  Active if a user account is selected in the list. Press to confirm the

Password previously entered new password.
User Active if a user is selected who is not logged in.
activated

Yes — user account is actfivated and is displayed in the login name
list and can be selected for user log in.

No — user account is inactivated and is not displayed in the login
name list. Users with inactivated user accounts cannot log in to the
QIAsymphony SP.

Users list

The Users list contains all known users. Users with activated user accounts are listed in the
package Activated Users. Users with inactivated user accounts are listed in the package
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Deactivated Users. By default, the Activated Users package is selected. Press the
corresponding item in the list o select the user account to be modified.

5.11.2 User Management/Please enter your new password screen

This screen allows the user to change an existing password. It appears if a user has pressed
the Change PWD button in the User Management/Please select user or User
Management/Your user data screen.

Please enter your new password Tools

Old Password: [ ]

New Password: [ ] —_—

Cancel

Confirm New Password: | |

Help

0000
QIAGEN

User Management/Please enter your new password screen.

Dialog panel
Old Password  Press to access the Keyboard screen to enter the old password.

New Press to access the Keyboard screen to enter the new password.
Password

Confirm New  Press to access the Keyboard screen to reenter the new password

Password to confirm it.
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5.11.3 Create User screen

This screen enables a new user account to be added. The screen appears if the
“Supervisor” presses the Add User button in the User Management/Please select user

screen.

Please enter data for new user

Login:

First name (optional):

Last name (optional):

Initial Password:

Confirm initial Password:

Bold fields are required.

[ Max Muster

[ Muster
Cancel

=N

| T

00000
QIAGEN

Create User screen.

Dialog panel

Login

First name
(optional)

Last name
(optional)

Initial
Password

Confirm initial
Password

Press to access the Keyboard screen to enter the user login name.

Press to access the Keyboard screen to enter a first name. This is
optional.

Press to access the Keyboard screen to enter a last name. This is
optional.

Press to access the Keyboard screen so that an initial password for
the user can be entered.

Press to access the Keyboard screen to reenter the initial password

to confirmit.
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5.11.4 Assign Roles screen

This screen allows the assignment of a certain role/certain roles to a specific user. The
screen appears if the “Supervisor” has pressed the Change Role button in the User
Management/Please select user screen.

Assign Roles

Please assign user roles:

Available Roles User Roles

Operator

Back
Supervisor

E —

Finish

Help

ipann

0000
QIAGEN

Assign Roles screen.

Dialog panel
User Roles list  This list displays the assigned role(s) of the selected user.

Available This list displays the available user roles.
Roles list

User roles

There are 2 types of user role:

® Supervisor — can manage users, fransfer/synchronize files, configure the
QlAsymphony SP/AS instruments and operate the QIAsymphony SP/AS instruments.
For more information refer to Section 4.4.

e Operator — can operate the QIAsymphony SP/AS instruments. For more information
refer to Section 4.4.
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To assign arole to the selected/new user, follow the instructions below.

1. Select the role to be assigned from the Available Roles list.
2. Pressthe =N button.

3. The selected role is assigned to the user and appears in the User Roles list.

You can also remove an assigned role from the user.

1. Select the role to be removed in the User Roles list.

2. Pressthe - pbutton.

3. Therole isremoved from the user and appears in the Available Roles list again.

Note: If a user has only one assigned role and this should be changed, first assign the
new role and then remove the old one. This is because a user must always have at
least one assigned role.

5.12 Service SP menu

The Service SP menu enables the user to run operator service scripts or initialize the
QIAsymphony SP instrument.

5.12.1 Script Execution tab

The Script Execution tab enables the user to run Operator scripts, which are service
protocols. The available scripts are displayed in the Operator scripts list. Use the up and
down arrows to scroll through the list. Select the script to be run by pressing the
appropriate button.

Tools | Service SP

=
g
13
&

Operator scripts

Selected script: ChangePipettingChannelORing.lua
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Script Execution tab.

Command bar

’ Initialize ’

Last Qutput

I
E

Allows the user to inifialize the QlAsymphony SP. When the
button is pressed, a message appears that asks the user to
select whether all devices except for the sample input module
should be initialized. Press Yes to inifialize the QIAsymphony SP;
press No to cancel the initialization.

During initialization, the magnetic head, lysis station and
robotic arm move to their home positions. Sample prep
cartridges that were being processed will be fransferred to unit
boxes in the “Waste” drawer and filter-tips discarded.

Note: If the QIAsymphony SP hood is closed, the inifialization is
carried out automatically when the instrument is switched on.

Note: If also using the QIAsymphony AS, both hoods must be
closed for initialization to take place when the instruments are
switched on. If one or both of the hoods are open, an error
message will appear.

This button is enabled after an operator service script has been
performed. When pressed, it opens the script output.

Starts the selected operator service script. While the selected
script is being performed, an output message appears that
provides information about the script being performed and the
results (see “Output dialog panel”, on next page).

@ Please ensure that there are no tube idges on the yor. Mo ic system clean up will
be possible after initializing.

A message appears when the Initialize button is pressed
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Dialog panel

Operator Scripts available to the current operator are displayed and can be
scripts list selected by pressing the appropriate button.

Selected The selected script is displayed here.

script

Operator scripts

The following scripts are available.

SIM_FreePositions.lua

PierceReagentCartridge.lua

ChangePipettingChannel ORing.lua

CheckTightnessOfDispensingDrive.lua

Output dialog panel

The Output dialog panel displays the output of the selected operator service script.

Initializes the sample input module.

Enables piercing of the reagent
cartridge.

Enables the tip-adapter O-ring to be
replaced. See Section 15 for more
information.

Enables the tip-adapter pump to be
tested for wear and tear.
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Command bar

’ Initlalize

Clear
‘ Back

Dialog panel

If the Clear button has not been pressed, the output of the selected service scriptis shown

here.

Allows the user to inifialize the QlAsymphony SP. When the
button is pressed, a message appears that asks the user to
select whether all devices except for the sample input module
should be initialized. Press Yes to inifialize the QIAsymphony SP;
press No to cancel the initialization.

During initialization, the magnetic head, lysis station and
robotic arm move to their home positions. Sample prep
cartridges that were being processed will be transferred to unit
boxes in the "Waste"” drawer and filter-tips discarded.

Note: If the QIAsymphony SP hood is closed, the inifialization is

carried out automatically when the instrument is switched on.

Note: If also using the QIAsymphony AS, both hoods must be
closed for initialization to take place when the instruments are
switched on. If one or both of the hoods are open, an error
message will appear.

Clears the content of the Output dialog panel.

Displays the Operator Script dialog panel.

5.13 File Transfer menu

The File Transfer menu enables the user to download files from the QIAsymphony SP to
the USB stick, and allows the user to upload files to the QIAsymphony SP from the USB
stick. The buttons that can be selected depend on the role of the user. Some buttons are
only visible if the QlAsymphony AS is installed. For more detailed information about

handling files, see Section 7.
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5.13.1 In-/Output Files tab

The In-/Output Files tab enables the user to download output files to the USB sfick, to
upload input files from the USB stick to the QIAsymphony SP, or to synchronize in-/output

files on the QIAsymphony SP with files on a USB sfick and vice versa.

’ In-/Output Files

—Save to USB stick

Log Files

Result Files
Confirmation Files
Loading Information
Cycler Files
Instrument Reports
Audit Trall Files

QDef Files

Rack Flles

Work Lists

i

Synchranize
files

~Transfer from USB stick

Concentration File

Rack Files
Work Lists

Synchranize
e -

Tools

Delete Old Files

Hil

Delete Q-Cards

QIAGEN

In-/Output Files tab.

Command bar

Delete Old Flles

Transfer

Tools Press to go back to the tools overview.

0

Transfer from USB stick) was selected.

Press to delete input and output files (except log files), older
than a defined number of days. The default is 10 days.

Press to transfer selected file types to the QlAsymphony SP or to
a USB stick, depending on which panel (Save to USB stick or
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Dialog panel
Save to USB stick panel

Press the corresponding button(s) to download files of the selected type(s) fo an inserted
USB stick (see Section 7).

Log Files Press to download system log file(s).
Result Files Press fo download result file(s).
Confirmation Files Press to download start batch confirmation files.

Note: Start batch confirmation files are not relevant for FDA
cleared or approved nucleic acid tests.

e RS Press to download loading information file(s). Only visible, if the
QlIAsymphony AS is installed.

[E Press to download cycler files.
m Press to download instrument report file(s).
@ Press fo download instrument duration file(s).
[E Press to download rack file(s).
[E Press to download work list(s).
@ Press to download audit trail file(s).

Yes Press Yes if selected files should be synchronized when Transfer
is pressed.

Press No if selected files should not be synchronized when
Transfer is pressed.

Dialog panel

Transfer from USB stick

Press the corresponding button(s) to upload files of the selected type(s) from the USB stick

fo the instrument (see Section 7 for more information).

@ Press to upload the concentration file.
[I Press to upload the rack file(s).
[E Press to upload work list(s).
[E Press to upload duration file(s).
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= Press Yes if selected files should be synchronized when Transfer
is pressed.

“ Press No if selected files should not be synchronized when
Transfer is pressed.

5.13.2 Process Files fab

The Process Files tab enables the user to download process files to the USB stick, to upload
process files from the USB stick to the QIAsymphony SP, or to synchronize process files on
the QlAsymphony SP with files on the USB stick and vice versa.

In-/Output Files | Pr Files | Instr. Setup Files

~Save to USB stick (~Transfer from USB stick———————————————————————— Tools

Files used by Sample Preparation
Backup

Assay Control Sets Assay Control Sets
Protocols (Bloscripts) Protocols (Bloscripts)

Files used by Assay Setup

Assay Parameter Sets Assay Parameter Sets
Assay Definitions Assay Definitions
Help
Normalization Definitions Normalization Definitions

synchronize synchronize
files “ E files -
QIAGEN

Process Files tab (QlAsymphony SP/AS instruments).

Command bar

vans Press to transfer selected file types to the QIAsymphony SP or to
ransrer
a USB stick, depending on which panel (Save to USB stick or

Transfer from USB stick) was selected.
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Dialog panel

Save to USB stick panel (Supervisor only)

Press the corresponding button(s) to download files of the selected type(s) fo an inserted

USB stick (see Section 7 for more information).

Assay Control Sets
Protocols (Bloscripts)
Assay Parameter Sets

Assay Definitions

Synchronize files

Press to download Assay Control Set file(s).
Press fo download protocol file(s).

Press to download Assay Parameter Set file(s). Only visible, if the
QlAsymphony AS is installed.

Press to download Assay Definition file(s). Only visible, if the
QlIAsymphony AS is installed.

Press Yes if the selected files should be synchronized when
Transfer is pressed (see Section 7.4 for more information about
synchronization of files).

Press No if selected files should not be synchronized.

Transfer from USB stick panel (Supervisor only)

Press the corresponding button(s) to upload files of the selected type(s) from the USB stick

to the QIAsymphony SP/AS. See Section 7 for more information.

Assay Control Sets
Protocols (Bloscripts)
Assay Parameter Sets

Assay Definitions

Synchronize files

Backup
Protocols

Press o upload Assay Control Set file(s).
Press to upload new protocaol file(s).

Press to upload Assay Parameter Set file(s). Only visible, if the
QlIAsymphony AS is installed.

Press to upload Assay Definition file(s). Only visible, if the
QlIAsymphony AS is installed.

Press Yes if the selected files should be synchronized when
Transfer is pressed (see Section 7.4 for more information about
synchronization of files).

Press No if selected files should not be synchronized.

Press Backup Protocols to download all profocol files from
QlIAsymphony SP/AS to the USB stick.
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5.13.3 Instr. Setup Files tab

The Instr. Setup Files tab enables the user to download instrument setup files to the USB
stick, to upload instrument setup files from the USB stick to the QlIAsymphony SP, or to
synchronize instrument setup files on the QlAsymphony SP with files on the USB stick and

vice versa.

~Save to USB stick (~Transfer from USB stick———————————————————————— Tools

Reagent Definitions Reagent Definitions
Users Users
Maintenance Config Maintenance Config

Language Packages

Kit Specifications Kit Specifications
Process Config Profiles Process Config Profiles
Labware SP Labware SP

Scripts SP

Labware AS Labware AS Help
Scripts AS Scripts AS
|l -

Synchronize No Yes
e eoeee
QIAGEN

Instr. Setup Files tab (QlAsymphony SP/AS insiruments).

Scripts SP

synchronize
files

Command bar

vans Press to transfer selected file types to the QIAsymphony SP/AS
ransrer
or to the USB stick, depending on which panel (Save to USB stick

or Transfer from USB stick) was selected.

Dialog panel
Save to USB stick panel (Supervisor only)

Press the corresponding button(s) to download files of the selected type(s) to an inserted
USB stick (see Section 7 for more information).

Process Config Profiles Press fo download custom process configuration profiles.

Reagent Definitions Press to download information about the reagent definition.
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Users

Malntenance Config

Labware SP

Scripts SP

Labware AS

|

Scripts AS

Synchronize files

Press to save information about all created users to an USB stick.
To restore the data on the QIAsymphony SP, contact your
QIAGEN Field Service Specidlist.

Press to download maintenance configuration.

Press to download the QlAsymphony SP labware file(s).

Press to download operator service scripts for the QlAsymphony
SP.

Press to download the QlAsymphony AS labware file(s).

Press to download operator service scripts for the QIAsymphony
AS.

Press Yes if the selected files should be synchronized when
Transfer is pressed (see Section 7.4 for more information about
synchronization of files).

Press No if selected files should not be synchronized.

Transfer from USB stick panel (Supervisor only)

Press the corresponding button(s) to upload files of the selected type(s) to an inserted

USB stick (see Section 7 for more information).

Process Config Profiles

Reagent Definitions

Users

Maintenance Config

Labware SP

Scripts SP

Labware AS

LI

Scripts AS

Synchronize files

Press o upload custom process configuration profiles.

Press to upload new reagent cartridge information.

Press to restore user information.

Press to upload maintenance configuration.

Press o upload new QIAsymphony SP labware packages.
Press to upload operator service scripts for the QIAsymphony SP.
Press to upload QIAsymphony AS labware packages.

Press to upload operator service scripts for the QlAsymphony AS.

Press Yes if the selected files should be synchronized when
Transfer is pressed (see Section 7.4 for more information about
synchronization of files).

Press No if selected files should not be synchronized.
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5.14 Instrument Report menu

The Instrument Report menu displays information to help QIAGEN Technical Services with
troubleshooting. The displayed information updates every time the Instrument Report

menu is selected.

Command bar

sp Displays information about the QIAsymphony SP.
AS Displays information about the QIAsymphony AS.

5.14.1 Overview tab

This tfab displays information about the QIAsymphony SP (e.g., serial number, software
version, free disk space and memory), contact information for QIAGEN Technical
Services and the option fo create an instrument report file.

Tools | Instrument Report

Configuration | Errors | Protocols | Inventory | Labware | Hardware | Counters

QIAsymphony SP and AS

Al

i

Serial number:  0000sim ; 0000sim Software version: 5.0.3 (development)

Free memory: 2176.6 MB; 2176.4 MB Free disk space: 0.0 MB

Contact information for Technical Service

If you need technical assistance, contact QIAGEN Technical Service. Local contact information for your time zone (Europe/Zurich) is
Techservice-eu@qiagen.com. For telephane support contact your local Technical Service hotline.

Create instrument report files

To create an instrument report file to send to QIAGEN Technical Service that includes data from the past X days, enter the number X
below, and press "Create”. To save the resulting instrument report file directly to the USB stick, insert the USB stick and press "Create +
Save To USB" instead of "Create”.

Number of days: ‘w ‘ l Create ] { Create + Save To USB ] ( Help

eeoon
QIAGEN

Instrument Report menu (Overview tab).
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Dialog panel

Number of days Specifies the number of days for which an insfrument report
file will be created.

{ Create ] Creates an instrument report file.

{ Create + Save To USB ] Creates an instrument report file and saves it to the USB stick.

5.14.2 Configuration tab

This tab displays all configuration settings in alphabetical order, including default tube
types and the process configuration profile that is currently selected.

Note: This tab also displays the number of available adapters.

Tools | Instrument Report

Tools
Overview | Configuration | Errors | Protocols | Inventory | Labware | Hardware | Counters
‘ Setting I Value ‘ ~ “
Active process configuration profile Nane
Allow assignment of randomly-generated IDs to elution racks? No
Allow combination of multiple work lists for one batch? Yes
Allow information for single samples in work lists to be overwritten? Yes
Allow partial use of work lists? Yes
Allow processing of samples without a work list entry? Yes

Allow unloading of elution racks with unprocessed batches during a run? | Yes

Assay Setup Installed Yes
Auto Logoff Period in minutes (0 = Auto Logoff deactivated) 15
assign a randomly ted ID to samples with bar code Na
reading errors?
Automatically assign rack type using bar code? User
Can process when Mandatory maintenance task is due? false el
Check combination of protocol and recommended labware during run Ye P
definition? -
Check elution rack ID required by work list? No
Check sample tube type required by work list? No
Confirm bar code of elution rack before removing? No

seooe
QIAGEN

Configuration tab.
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5.14.3 Errors tab

This screen displays the 100 most recent error messages from the system error log file.
Messages are listed in chronological order. Use the arrows to scroll through the messages.

Tools | Instrument

Tools
Overview Configuration Errors Protocols Inventory Labware Hardware Counters -

017-01-10 23:55:29 286 [3019225920] ERROR Log Ervor FeLaader - Cannot apen fie ITEsT HANU.
koamd

2017-01-10 235529 231 (3019225020] ERROR Log Ervar Fieloader - Cannat apen e " Q TESTSCREATEMANUAL
koxmi

2017-01-10 235530 336 [3019225020] ERROR Log - C e daes nat exst File: /databambaarhame/01 - dabuid- A

TESTSCREATEMANUAL y i

2017-01-10 23:5531.928 [(3019225920] ERROR Log, Ervar Serisfizer Loader - Schema validatian problem, ine , vaidated agsinst xmi schema

2017-01-10 23:55:40.908 [3019225020] ERROR Log Ervar FieLoader - Cannat apen e " Q TESTSCREATEMANUAL-

JOB1lag/Batchlnfa-SPxmi

2017.01110 23 13054597888 ERROR Log, Errar CM login of user " fetc/init d/S45xinetd stap’ returned 0

2017-01-10 23:55:54 496 [3019225020] ERROR Log Ervar FieLoader - Cannat apen fie n Q TESTSCREATEMANUAL
ol

2017011 ERROR Log Errar R M Could nat mount backup partition from ‘Idevfsda2 to 'fmatbackup

2017-01-10 23:56:05 741 [2933906240] ERROR Log Ervar FieLoader - Cannat apen e n Q TESTSCREATEMANUAL

JOBV/data/Duration/SP/Duratian-B5_13-015 AC TranslerBuate € 9er-S-Block xmi

2017-01-10 23:56:07.268 [3054597888) ERROR Log Errar Inventary Madule - UpdatePthoRacklnsen: Unknawn Tube Insent Type 0
2017-01-10 23:56:08.191 [3054597888) ERROR Log Ervar. BatchManager - Vaidation faed - unable to assign the batchles) ta siat 1
2017-01+10 23:56:10 344 [(3054597888) ERROR Lag Ervar Log System - SP- [BATCH] [SAMPLE] ICOMMANDS] - Faided ta maunt the USB stick
20170110 23:56:10.344 (3054597888 ERROR Lag Errar. FieManager - IsUSBStickAccessible: Faed to maunt USE stick

Errors tab.
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5.14.4 Protocols tab

This tab displays information about the protocols and samples that were processed in the
latest runs. The file type table shows the source and version number of each protocol and
Assay Control Set used in previous batches. Each row in the table corresponds to one file.

Tools | Instrument Report

‘ D I File type | Name Version Authentic ‘ ~ “
2000001 Protocol BS_13-015_AC_TransferEluate_C_ QIAGEN file
2000001 Assay control set 13-015_AC_TransferEluate_C_96¢ 3 Custom file
2000002 Protocol BS_Virus_1000 1.00 QIAGEN file
2000002 Assay control set Virus 1000 3 Custom file
v
D Samples Start time ‘ ~
2000001 24 2017-01-10 23:56:05
2000002 4
v o0000
QIAGEN

Protocols tab.

File type table

The file type table shows the source and version number of each protocol and Assay
Control Set used in previous batches. Each row in the table corresponds to one file.

ID The ID of the batch in which the file was used.

File type The file type (e.g., Protocol, Assay Control Set).

Name The file name.

Version The version number of the file.

Authentic “"QIAGEN file" indicates that the file was provided by QIAGEN.

“"Custom file” indicates that the file was provide by or modified by
the user.
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Batch table

This table shows the number of samples processed by each batch, and the date and
tfime when the batch was started. Each row in the table corresponds to one batch.

Name The file name.
Version The version number of the file.

Avuthentic "QIAGEN file" indicates that the file was provided by QIAGEN.
“"Custom file" indicates that the file was provided by or modified
by the user.

5.14.5 Inventory tab

This screen displays the result of the latest inventory scan (i.e., it shows what items are
loaded on the worktable).

Tools | Instrument Report

Overview | Configuration | Errors | Protocols | Inventory Labware | Hardware | Counters
Inventary Instrument - Dump of current inventary state: 1
Inventary Instrument
Inventary Madule - Madule: 1D: SampleDramer
Inventary Sat Sat: Addr THO-1
InventoryRack~ Rack 14:PTHO
Inventary CantainerPasition - Cantainer Pasition: name: 1, index: 0
Inventory LiquidCantainer - Liquid cantsines: Type 1d: BD#352051 FakanPP 17100
Inventary SampleLiquid Sample Liquid: Mentification: 2000, vokime: unknown

Inventary ContainerPasition - Container Pasition: name: 2, index 1
Inventory quidCantainer - Liquid cantainer. Type Id: BDAIS2051 FaicanPP 176100
Inventary SampleLiquid - Sample Liquid: Kentification: 2001, vokime: unknawn
Inventary CantainerPasition - Cantainer Position: name: 3, index: 2

" Liquid container. Type 1d: BD#IS2051 Fakcan?P 17100
Sample Liquid: Kentification: 2002, vohime: unknawn

1d: BD#352051 FaicanPP 176100
stian: 2003, vohime: unknown

Cantaines Pasition: name: 5, index: 4

Liquid cantainer: Type 1d: BDA352051 FacanPP 17100

Inventary SampieLiquid Sampie Liquid: dentification: 2004, vohime: unknown

Inventary CantainerPasition - Cantainer Position: name: 6, index: 5

Inventory LiquidCantaner - Liquid cantainer. Type Id: BD#352051 FaicanPP 176100

tary Sampleliquid Sampie Liquid: dentifcation: 2005, vohime: unknown

centory ContanerPasitian - Contaner Pasiion: name: 7, index: 6

centory LiquidCantainer - Liquid cantainer: Type 1d: BD#352051 FalcanPP 174100

ventary Sampleiguid Sampie Liquid: dentifcation: 2006, vohime: unknown

nventary ContainerPasitian - Container Position: name 8, mdex: 7

Inventory LqudContainer - Lquid cantaimer: Type 1d: BD#352051 Faicon?P 17x100

Inventary SampleLiguid Sampie Liquid: dentifcation: 2007, vahume: unknown

Inventary ContamerPasition - Contamer Position: naime: 9, mder: 8

Inventory LqudContainer - Uquid eantamer: Type 1d: BD#352051 Falcan?P 17100

Inventary LiquidCantainer
Inventary SampleLiquid
I

Inventory SampleLiquid ‘Sarmple Liquid: identification: 2008, vokurme unknows
Inventory CantanerPasition - Cantaner Position: name: 10, idex: 9
Inventary LquidCantainer - Liquid cantainer: Type Id: BDAIS2051 FaicanPP 17x100
Inventary SampleLiquid ‘Sample Liquid: identificatian: 2003, vakume: unknown
Inventary ContainerPasition - Container Pasition: name: 11, index: 10
Inventary LquidCantainer - Liquid cantainer. Type Id: BDGIS2051 FaicanPP 176100
Inventary SampleLiquid ‘Sample Liquid: dentification: 2010, vakume: unknown
Inventary ContainerPasition - Cantainer Pasition: name: 12, index: 11
Inventory LiquidCantainer - Liquid cantainer: Type 1d: BD#352051 FakcanPP 17100
Inventary SampleLiquid Sample Liquid: identificatian: 2011, vakume: unknown
Inventary CantainerPasition - Container Pasition: name: 13, index: 12
Inventory LiquidCantainer - Liquid cantaines- Type 1d: BD#352051 FakcanPP 17100

Inventory tab.

o000
QIAGEN

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018



5.14.6 Labware tab

This screen shows the version numbers of all the Labware files that are installed on the

QlAsymphony SP.

Tools | Instrument Report

Overview | Configuration | Ercors | Protocols | Inventory | Lebwere | Hardware | Counters

| - | =]
00 119

01 115 j
02 116

03 110

1A m

24 1

38 109

AB#0600 *PCRIE 13

AB#0700 *PCRIE LowPro m

AB#0765 *0.8ml StoragePlate 102

AB#0765 0.8ml StoragePlate 100

AB#0800 *PCRIG SkirtLowPro 110

AB#0B00 PCRIG SkirtLowPro 104

AB#0932 2.2mISPMarkil 102

AB#AB-1185 *2.0mI2DPlate 102

AB#AB-1185 2.0mI2DPlate 103

ABT#4J7130 DeepWell96 RB 100

AlcaTroughRack 106

Labware tab.

Tools

A

o000
QIAGEN
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5.14.7 Hardware tab

This screen displays information relating to the insfrument hardware.

Tools | Instrument Report

Tools

Overview | Configuration | Errors | Protocols | Inventory | Labware | Hardware | Counters

1

Hardware module I Present I Initialized ‘ ey
1-wire present nfa A
Can Nodes present nia
Date present n/a
Eluate present initialized
Extractor nfa initialized
I2¢ present nia
Lysis nia initialized
v
PiercingDevice nia initialized
Hardware module Firmware version ‘ ~
Eluate 2.15 (Build 0056) 2010-02-09 TX SIM
Extractor 0.0.0
Lysis 0.0.0
Help
PiercingDevice 2007-10-29sim
PipettingCh1 3.2E (Build 0230) 2016-11-23 PX SIM
PipettingCh2 3.2E (Build 0230) 2016-11-23 PX SIM
PipettingCh3 3.2E (Build 0230) 2016-11-23 PX SIM
i . 00000
PipettingCha 3.2 (Build 0230) 2016-11-23 PX SIM QIAGEN

Hardware tab.

Hardware check and initialization table

Hardware Indicates a hardware module.
module
Present Indicates whether a particular hardware module is present. For

hardware modules that cannot be checked “n/a” is shown.
"Present” indicates that the hardware module is present. “Failed”
indicates that the check failed. In this case, more detailed
information about the error is displayed.

Initialized “initialized” indicates that the hardware module has been
initialized. "uninitialized” indicates that the hardware module
could not be initialized. “n/a” indicates that it is not possible to
initialize this hardware module.

Firmware version table

This table shows the firmware version for all hardware modules that use separate
firmware.
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5.14.8 Counters tab

The Counters screen shows the values of all hardware counters. This screen also allows
the “Supervisor” to reset the hardware counters for the O-rings.

Note: The hardware counters for O-rings are also automatically replaced by the O-ring

replacement maintenance script.

To manually reset the hardware counters for the O-ring of a specific pipetfting channel,
press Reset counter group.... Select the appropriate pipetting channel and press OK.

Tools | Instrument Report

Tools
Overview | Configuration | Errors | Protocols | Inventory | Labware | Hardware | Counters ‘

SP System ON time System SP System 0 hours
SP Started runs System SP Runs 1 cycles

SP Completed runs System SP Runs 1 cycles

SP Processed samples System SP Runs 24 cycles

SP Fan 1 ON time System SP Fant 0 hours

SP Fan 2 ON time System SP Fan2 0 hours

SP Hoodlock ON time System SP Hoodlock o hours

SP Hoodlock switch cycles System 5P Hoodlock 0 cycles

SP UV ON time w SP UV 0 hours

SP UV switch cyeles uv P UV 0 cycles

SP Sample Input Carrier locking cycles Sample Input 5P Sample Input 2 cycles

SP Sample Input Barcode Camera read cycles | Sample Input SP Sample Input 2 cycles

SP Reagentdrawer locking ON Drawer SP Reagent Drawer Lock |0 hours

SP Reagentdrawer switch cycles Drawer SP Reagent Drawer Lock 0 cycles Hep
SP Wastedrawer ON time Drawer SP Waste Drawer Lock 0 hours

0000
QIAGEN

Counters tab.

Dialog panel

Enables the user to reset the hardware counters for the O-
ring of a specific pipetting channel. Select the appropriate
pipetting channel and then press OK.
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5.15 Rack Browser menu

This menu allows the user to view rack files that are currently saved on the QlAsymphony
SP. The contents of the rack file are displayed graphically on a schematic of a plate.
Additional rack information (i.e., rack ID, rack type, modification date) and position
informationis also shown. Itis possible to filter for rack files used within a certain time frame
(e.g., foday, this week, last week). It is also possible to search for racks with a particular
rack ID.

For the QlAsymphony RGQ MDx (US) system there are 2 tabs — Assay Racks and Eluate
Racks. For information on the Assay Racks tab, see Section 6.7.

Note: This menu cannot be used to modify rack files.

Command bar

Tools Displays the Tools menu.

Today Displays the rack files that were modified today.

This week Displays the rack files that have been modified since 00:00 of
Monday of the current week, including the rack files that
were modified today. This option is preselected by default.

Last week Displays the rack files that were modified between 00:00 of
Monday last week and 00:00 of Mondayy of the current week.

Other Displays the rack files that were modified before 00:00 of
Monday last week.

Eind 1D Enables users fo manually enter and then search for IDs using

dRCH I

the Keyboard screen.
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5.15.1 Eluate Racks tab

This tab displays information about which racks can be used as elution racks (i.e., output
racks). There are 2 additional tabs within this talbb — the Rack Details and Sample Details

tabs.
Sy I e ' R _
1 2 3 4.5 6 7 8B 9 101112
B Select rack file
Toda;
=8
g
v
Last week
12343
12342
e

Rack Details | Sample Details

10137401

Rack ID 12341
Rack type QIA#19585 *S-Block96 1013740123456789000001
Last modified 2009-03-17T07:49:44
Positions with liquid 32
Samples 1
Std/Cont/EC 172116 sooee
tdfcon eesoe
QIAGEN
Rack Details tab.
Sample Racks | Eluate Racks | Assay Racks | Normalization Racks _
1 2 3 4 5 6 7 B 9 10 11 12 Tools
B Select rack file :]
Q-8
3
-
s Last week
12382
Find 1D
Press an tube positians for detsis

Rack Details | Sample Details

1013740123456789000002

1013740123456789000001
Sample type Sample
Sample state valid
Volume 100.0 pl

Internal Control N/a

Concentration ~ N/a
Edited by user  false

Sample 1D Smpl-A2

Sample Details tab.
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Schematic
plate

Rack Details
tab

Sample
details tab

Select rack
file list

The selected rack is displayed as a schematic diagram. Positions
in the rack are color coded. Select a position by pressing on it, or
by using the arrow buttons, to display information about that
position.

For more information about schematic diagrams of plates, see
Section 5.5.

Displays details about the selected rack (e.g., rack ID, rack type,
date last modified).

Displays details about the sample that is currently selected in the
rack. Details include sample ID, sample type, sample state and
volume.

Lists rack IDs, in descending order by last modification date. Only
rack IDs that fit to the current time filter (i.e., today, this week, last
week, other) are displayed. When a rack ID from this list is
selected, details about this rack are displayed in the
corresponding fabs.

5.16 Labware Browser menu

The Labware SP tab of the Labware Browser menu enables the user to view information

about labware that can be used with the QIAsymphony SP.

Note: Refer to the Instructions for Use (Handbook) for the assay you are using for

information on application-specific labware.

Note: For more information about the Labware AS tab, see Section 6.6.1.

Select Tube Carrier to view information about sample tubes that can be used with the
tube carrier, or select Racks o view information about which sample and elution racks

can be used.
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5.16.1 Tube Carrier screen

This screen displays information about which tubes can be used with the tube carrier,
and with which protocols. For information about labware, press Labware. For information

about protocols, press Protocols.

Command bar

Tools

Tube Carrler

Racks

Reagent Holders

Sample Tubes

IC Tubes

Input Racks

Output Racks

(NN | 1

Displays the Tools menu.

Opens the Tube Carrier screen. This screen displays
information about which sample tubes can be used with the
tube carrier. This button is not available in the Protocols or
Assays dialog panels.

Opens the Racks screen. This screen provides information
about which sample and elution racks can be used. This
button is not available in the Protocols or Assays dialog

panels.

Opens the Reagent Holders screen. This screen provides
information about which reagent holders are available.

Opens the Sample Tubes dialog panel and provides
information about which sample tubes can be used. This
button is not available in the Labware dialog panel.

Opens the IC Tubes dialog panel and provides information
about which IC tubes can be used. This button is not
available in the Labware dialog panel.

Opens the Input Racks dialog panel and provides
information about which sample racks can be used. This
button is not available in the Labware dialog panel.

Opens the Output Racks dialog panel and provides
information about which elution racks can be used. This
button is not available in the Labware dialog panel.
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Dialog panel

Labware

Protocols

Assays

ol

information.

information.

information.

Labware dialog panel

Opens the Labware dialog panel. See below for more

Opens the Protocols dialog panel. See below for more

Opens the Assays dialog panel. See below for more

This dialog panel is displayed when Labware is selected in the dialog panel. Available

sample tubes are listed on the right. Information about the selected item of labware,

including an image, is displayed.

tabware 5P m

Protocols

L/

Material
Supplier
Example cat. no.
Additional info

Insert catalog number

!

Ry

BD#352051 FalconPP 17x100

14ml Falcon polystyrene round-bottom tube 17x100 mm
BD

352051

n/a

No insert needed

Tube
¥ Insert 00

BD#352051
FalconPP 17x100

BD#367525
VacutainerPP 16x100

BD#762165
PAXgeneRNA 16x100

BD_FIX #352051
FalconPP 17x100

COP#330c
UTM 16x100

DGT#0GR-500
Oragene DNA

Tube Carrier screen (Labware dialog panel).

Protocols dialog panel

Tools

Racks

Tube Carrler

eseoe
QIAGEN

This dialog panel is displayed when Protocols is selected. The protocols that can be run

with the selected item of labware are shown in a table.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

124



Labware SP | Labware AS

‘j ! 1 Tools
Labware ! }
=u
i: | A IC Tubes
Assays Y e/ ¥ Insert 00
SR | B0#352051
Protocol Recommendation | Min. Vol. | Clot Det. ‘ ~ [E Input Racks
080318 _Blood_200_V02 recommended 450 pl No BD#367525 Output Racks
VacutainerPP 16x100
080714 Blood 1000 FIX V1 recommended 450 pl No
2::2:;;: Biaod 1000/FLEV recommended 450 pl No BD#762165
PAXgeneRNA 16x100
ACS_MoveConveyor recommended 450 pl No
Blood 1000 FIX V3 recommended 450 pl No BD_FIX #352051
FalconPP 17x100
RNA CT 400 V1 recommended 450 pl No
Virus 1000 recommended 450 pl No COP#330c ———
UTM 16x100 Help
DGT#0GR-500
L |Joragene DN
v
00000
— v QIAGEN

Tube Carrier screen (Protocols dialog panel).

Protocol The name of the protocol.

Recommendation Indicates whether the selected item of labware is
recommended for use with a particular protocol.

Note: Labware recommendations for a specific assay may
be more restrictive. Refer to the Instructions for Use
(Handbook) for the assay you are using.

e GCreen indicates that the labware is recommended for use
with the protocol.

e Redindicates that the labware is not recommended for
use with the protocol.

e Yellow indicates that it is the responsibility of the user to
validate system performance using these tube formats for
any procedures used in their laboratory and that these
fubes are not covered by the QIAGEN performance
evaluation study.

Min. Vol. Indicates the minimum sample volume that can be used with
this item of labware.

Clot Det. Indicates whether clot detection can be used with this item
of labware. "Yes" indicates that clot detection can be used
and “No" indicates that clot detection cannot be used.
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Assays dialog panel

This dialog panel is displayed when Assays is selected. The assays that can be run with

the selected item of labware are shown in a table.

Labware SP | Labware AS

i Tools
Labware }
Sample Tubes
B A R
Protocols | f
(- { / IC Tubes
0 \ mae (==
Insert 01
> Tube (e
Assay Recommendation | N Insert 02 Input Racks
TESTRNAS USET UETNeD , Tube l ST ]
Test RNA-5 user defined Insert 03
Test RNA-6 user defined
Test RNA-7 user defined 3
Test Virus-A refer to assay kit handbook
. Tube
Test Virus-A (85ul) refer to assay kit handbook G o
Test Virus-A (110ul) refer to assay kit handbook
Test Virus-B (110ul) refer to assay kit handbook BD#352063
Falcontp 12475 ([ we )
Test Virus-C (110ul) refer to assay kit handbook
Test gDNA (3C) user defined
VirusA + RotorDisc72 recommended
VirusB + RotorDisc72 recommended 00000
QIAGEN

Sample Tubes screen (Assays dialog panel).

Assay The name of the assay.

Recommendation Indicates whether the selected item of labware is
recommended for use with a particular assay.

Note: Labware recommendations for a specific assay may
be more restrictive. Refer to the Instructions for Use
(Handbook) for the assay you are using.

e Green indicates that the labware is recommended for use
with the protocol.

e Red indicates that the labware is not recommended for
use with the protocol.

e Yellow indicates that it is the user’s responsibility to
validate system performance using these tube formats for
any procedures used in their laboratory.

e Gray indicates that the user must refer to the assay kit
handbook to get information about the labware
recommendation.
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5.16.2 Racks screen

This screen displays information about selected sample racks. Sample racks are selected

from the list on the right.

Command bar

Tools

Tube Carrler

Reagent Holders

Racks

Sample Tubes

IC Tubes

Input Racks

Output Racks

N I |

Displays the Tools menu.

Opens the Tube Carrier screen. This screen displays
information about which sample tubes can be used with the
tube carrier. This button is not available in the Protocols or
Assays dialog panels.

Opens the Reagent Holders screen. This screen displays
information about which tube types can be used with the
reagent holders.

Opens the Racks screen. This screen provides information
about which sample and elution racks can be used. This
button is not available in the Protocols or Assays dialog
panels.

Opens the Sample Tubes dialog panel and provides
information about which sample tubes can be used. This
button is not available in the Labware dialog panel.

Opens the IC Tubes dialog panel and provides information
about which IC tubes can be used. This button is not
available in the Labware dialog panel.

Opens the Input Racks dialog panel and provides
information about which sample racks can be used. This
button is not available in the Labware dialog panel.

Opens the Output Racks dialog panel and provides
information about which elution racks can be used. This
button is not available in the Labware dialog panel.
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Dialog panel

Labware Opens the Labware dialog panel. See the following section
for more information.

Protocols Opens the Protocols dialog panel. See the following section
for more information.

Assays Opens the Assays dialog panel. See the section below for

ol

more information.

Labware dialog panel

This dialog panel is displayed when Labware is selected in the command bar. Available
sample racks are listed on the right. Information about the selected item of labware,
including an image, is displayed.

Tools

Labware

Tube Carrler
EP#951033405

*Block96

Protocols

=
=
=

Assays

EP#951033405
Name QIA#19585 *S-Block96 Block96
Material 96-well S-block 19585 with 2.2 ml wells MicHmE2621
Supplier QIAGEN *1.4TraxisTubes
Example cat. no. 19585
MIC#MS52621
Adapter 96-Well Round Bottom QS 1.4TraxisTubes

Possible slots on drawer SP - Eluate (1)
NU#260252
Additional info nfa *DeepWellas RE
Adapter catalog number 9020729

NU#260252
DeepWell96 RB

NU_FIX #260252
DeepWell96 RB

Racks screen (Labware dialog panel).

Protocols dialog panel

This dialog panel is displayed when Protocols is selected. The protocols that can be run
with the selected item of labware are shown in a table. Select Input Racks to view
information about selected sample racks, or select Output Racks to view information
about selected elution racks.
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3 4 5 6 7 B 3 11112

Tools

Labware

0

Protocols
Assays
‘ Protocol Recommendation l Min. Vol. | A
080318_Blood_200_v02 user defined n/a EP#951033405
Block96
080714 Blood 1000 FIX V1 user defined na “
080714 Blood 1000 FIX V1
SimFast °° user defined n/a NU#260252
DeepWell96 RE
ACS_MoveConveyor user defined nia
Blood 1000 FIX V3 user defined nia NU_FIX #260252
DeepWell96 RE
RNACT 400 V1 user defined n/a
Virus 1000 user defined n/a Qua#19583
QLA#19585
L1 |NsBlockas
~ eecoe
o— QIAGEN

Racks screen (Input Racks dialog panel).

1234567890

Tools

Labware

[ e ]
==

Protocols
AB#0765 e
* Input R
Protocol Recommendation | A | o om! sterageplae R
080318_Blood_200_Vv02 recommended [ AB#0765
0.8ml StoragePlate
080714 Blood 1000 FIX V1 recommended
080714 Blood 1000 FIX V1
SimFast recommended (AB#AB-1185
*2.0mlI2DPlate
ACS_MoveConveyor not recommended
Blood 1000 FIX V3 recommended AB#AB-1185
2.0mI2DPlate
RNACT 400 V1 user defined
Virus 1000 user defined ABT#4)7130
EP#351033405
L |f*Blockas
v

Racks screen (Output Racks dialog panel).
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Protocol The name of the protocol.

Recommendation Indicates whether the selected item of labware is
recommended for use with a particular protocol.

e GCreen indicates that the labware is recommended for use
with the protocol.

e Redindicates that the labware is not recommended for

use with the protocol.

e Yellow indicates that it is the user’s responsibility to
validate system performance using these tube formats for
any procedures used in their laboratory.

Assays dialog panel

This dialog panel is displayed when Assays is selected. The assays that can be run with
the selected item of labware are shown in a table. Select Input Racks to view information
about selected sample racks, or select Output Racks to view information about selected

elution racks.

3 4 5 6 7 B 9 0112

Tools

Labware
Sample Tubes
Protocols
IC Tubes

Assays

0

i B

I Rack
Assay Recommendation PN S
APS_S1_Abgene600 user defined EP#951033405 Output Racks
Blockd6
APS_S1_Abgene600A user defined °
APS_S1_Abgene600_Coolingldentic: user defined NU#260252
APS_S1_Abgene600_IVD user defined DeepWell96 RB
APS_S1_E2ZMTPRoundBottom user defined
NU_FIX #260252
APS_S1_ESR1Artus user defined DeepWell96 RE
RNA+Abgene600 Coolingldentical |user defined
DeepWellBlackz4
CoolingInputDiffers e eepWellBloc
RNA-0 + RotorDisc72 user defined
QUA#19585
RNA-1 + RotorDisc72 user defined S-Blockd6
Roche Cobas TagMan HIV-1 V04 | user defined .‘oi..
QIAGEN

Assays screen (Input Racks dialog panel).
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1 23 4 5 6 789 1011

Tools

Sample Tubes

IC Tubes

Labware

Protocols

QIA#19588

JL I

Asseys *EMTR
QLA#19588
Input Rack:
Recommendation | A EMTR nput Racks
i oKl hoo g RE#STBR96-300 Output Racks

N

*TubeRack300

APS_S1_Abgene600A refer to assay kit handbook
APS_S1_Abgene600_Coolingldentic| refer to assay kit handbook T
APS_51_Abgene600_IVD user defined it 4 el
APS_S1_E2MTPRoundBotts efer t kit handbook

51 oundBottom refer to assay kit handbool [
APS_S1_ESR1Artus refer to assay kit handbook *1.4ml 2DStorageT

RNA+Abgene600 Coolingldentical | refer to assay kit handbook

RNA+Abgene600 TS#3711
1.4ml 2DStorageT
CoolingInputDiffers user defined mi 2DStorage’
RNA-0 + RotorDisc72 user defined
Ts#3734
RNA-1 + RotorDisc72 user defined *0.5ml 2D VBStorageT

Roche Cobas TagMan HIV-1_V04 | refer to assay kit handbook

Assay screen (Output Racks dialog panel).

Assay The name of the assay.

Recommendation Indicates whether the selected item of labware is
recommended for use with a particular assay.

e GCreenindicates that the labware is recommended for use
with the protocol.

e Redindicates that the labware is not recommended for
use with the protocol.

e Yellow indicates that it is the user’s responsibility to
validate system performance using these tube formats for
any procedures used in their laboratory.

e GCray indicates that the user must refer to the assay kit
handbook to get information about the labware
recommendation.
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6 Assay Setup User Interface

The Labware AS tab of the Labware Browser enables users to view detailed labware
information for the QlAsymphony AS.

Note: Refer to the Instructions for Use (Handbook) for the assay you are using for
information on application-specific labware.

An Assay Definition is a set of instructions that allows the QIAsymphony AS to perform an
assay run.

An Assay Parameter Set is the combination of an Assay Definition plus additional
parameters, such as replicate count and number of assay standards.

6.1 Software features

See Sections 5.2 to 5.4 for detailed information about “"Software features that are
common to all software screens”, the “Status bar”, and the “Command bar”. In addition,
read the following sections for features that are specific to the assay setup user interface.

6.1.1  Status bar

The status bar allows the user to view information about the status of each of the
QlIAsymphony SP drawers and the QIAsymphony AS drawers.

R+C

Status bar.

Note: See Section 5.3 to see what the status bar looks like in the sample preparation user
interface.
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Batch status icon

The way the batch status icon is displayed varies according to the loading state of the
tube carrier on the QIAsymphony SP.

Batch status icon. The batch status icon provides the user with information about each
sample batch.

The color of each tube carrier denotes the status of the associated batch (see Section
5.3.1 for more information).

The status of batch 4 is QUEUED.

6.1.2 Drawer buttons

In the status bar of the assay setup user interface there is a button for each of the
QIAsymphony AS drawers adjacent to the QIAsymphony SP drawer buttons.

Note: See Section 5.3.1 for more details for each of the QlAsymphony SP drawers in the
status bar.

When an assay run has been defined, press the E+R button o open
the Loading Information screen. This button flashes yellow if there

are insufficient adapters or rack positions available for the defined
runs. In this situation, if you press on the button, a message appears
informing the user why it is not possible to start the run.
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When an assay run has finished, this button flashes green. In this
sifuation, if you press on the button, a message appears informing

the user that the run has been completed. Press OK to confirm the
message.

If there are insufficient assay racks available for the selected
assays, this button flashes yellow. In this situation, if you press on the
button, a message appears informing the user why it is not possible
to start the run.

6.1.3 Help button

Press for information about the current screen and how to

proceed. For more information about this function, see
“Troubleshooting” (Section 14).

6.2 Integrated Run tab

The Integrated Run tab is used to:

e Define integrated runs

e View information about the status of defined integrated runs (i.e., progress, batch
status, estimated time remaining, and the next user interaction required for each
integrated batch).

Integrated Run ‘ Sample Preparation | Assay Setup | Tools ‘ Log Out ‘
Overview
SF v P Carrier 2 SP Carr P Carrier A
Integrated 2000006 3000003 —_—
Batch 1 QUEUED QUEUED
Inisheh— B Modify Run
Start run now Integrated Batch finished in 10 min
Integrated | 3000005 3000004
Batch 2 QUEUED QUELED
Load AS in 10 min Integrated Batch finished in 21 min

Help
-
EEELE]
QIAGEN

Integrated Run tab.
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Each row represents one integrated batch with its related SP and AS batches. Columns
SP Carrier 1-4 indicate where in the “Sample” drawer an SP batch was loaded, and AS
batches are shown in the column AS. The Integrated Run screen shows the status of each
SP and AS batch within an integrated run.

SF Carrier 1 SF Carrier 2 SF Carrier 3 SF Carrier 4 A5

Integrated 2000008 3000004
Batch 1 QUELED QUELED

Start run now Integrated Run finished in 10 min

Integrated batch row.

Integrated batch status

The status of an integrated run is indicated by the color of the Batch button.

Light green

Integrated An integrated run is loaded and queued. Press to remove the
Batch 1 . .
¢ infegrated run, or press Run fo start the integrated run.
Medium

green An intfegrated run is currently being processed.

Integrated
Batch 1

Orange

3

Inteqgrated An integrated run has been paused. The run can be continued or
canceled. See Section 13.3.6 for more details.

Bakch 1

Note: Pausing a run will result in all samples being flagged as
"unclear”. For FDA cleared or approved nucleic acid tests, Rotor-
Gene AssayManager will invalidate all “unclear” samples.

Red

Integrated An infegrated run has been canceled by the user or terminated

Batch 1
due to an error.

Green

Integrated An integrated run has been processed and the assays can be

Batch 1

removed from the “Assays” drawer. After pressing fo remove the

assay run, remove the assays. For more information, see Section 13.
Cooling will be switched off automatically.
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Yellow

Integrated The integrated run has an AS batch and can be replanned.
Batch 1

Command bar

‘ Pause AS

‘ Pause SP

The Run button is enabled if an infegrated run has been
queued. Press Run to start the run.

If an assay run is in progress, the Pause AS button is available.
The Pause AS bufton should only be pressed in an emergency.
After pressing Pause AS, the QIAsymphony AS completes the
current command and then pauses the assay run. Samples will
always be flagged as “unclear” if the run has been paused.

If the assay run has been paused by the user or due to an error,
the Stop AS and Continue AS buttons appear (see Section
13.3.6).

Note: Pausing a run will result in all samples being flagged as
“unclear”. For FDA cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate all *unclear”

samples.
Note: The QIAsymphony AS drawers will be unlocked.

If arunisin progress, the Pause SP button is visible. The Pause SP
button should only be pressed in an emergency. After pressing
Pause SP, the QIAsymphony SP completes the current
command being processed and then pauses the protocol.
Samples will always be flagged as “unclear” if the run has been
paused.

If the protocol has been paused either by the user or due to an
error, the Stop SP and Continue SP buttons appear (see Section
13.3.6).

Note: Pausing a run will result in all samples being flagged as
“unclear”. For FDA cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate all *“unclear”

samples.

Note: The drawers of the QIAsymphony SP will be unlocked.
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Stop AS | The Stop AS button appears if the current assay run is paused.

Press Stop AS to cancel the assay run that is currently being
processed.

Note: Samples will be flagged as “invalid” and further
processing of samples is not possible.

Note: For information about removing assays if an assay run has
been canceled, see Section 13.

“ Stop SP The Stop SP button appears if the current run is paused. Press
) Stop SP to stop all currently running batches. Batches that have

been gqueued but have not yet been processed remain
queued.

Note: Refer to Appendix E for information about worktable
cleanup.

“ Continue AS The Continue AS button appears if the current assay run is

paused. Press Continue AS to continue the assay run. Samples
will always be flagged as “unclear” if the run was paused.

Note: An assay run should only be paused in an emergency.

“ Continue SP The Continue SP button appears if the current run is paused.
Press the Continue SP button to continue the run. Samples will

always be flagged as “unclear” if the run was paused.

Note: A run should only be paused in an emergency.

“ Refresh AS The Refresh AS button appears if an SP batch was removed
from an integrated run. The AS batch may become switched

to “REFRESHABLE" (this means that some eluates were removed
from AS batch as a result of the remove action). The batch can
continue to run, leaving the removed positions empty. Samples
are marked as “Removed” on the screen and in the result file.

Alternatively, the user can press Refresh AS. In this case, the AS
batch is replanned without the removed eluates. The system
generates new loading instructions (since fewer reagents are
needed for fewer eluates). The old loading instructions remain,
but must not be used.
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' " " The Remove Run button appears after stopping a
Emove Run

QIAsymphony AS or QIAsymphony SP run (see Section 13.3.6).

The system asks the user if he wants to keep batches. If Refresh

AS is currently available, a second message box asks if the user
wants to refresh now.

‘" Define ICs The Define ICs button is for the internal control and is only active
if infernal controls are loaded in a tube carrier. Depending on
the status of the internal conftrol, pressing the Define ICs button
may result in an action being performed.

e READY TO LOAD — the Define ICs button is inactive in this
state.

e LOADED — if the Define ICs button is pressed, the Sample
Preparation/Internal Controls screen is displayed. This
screen enables the user to view the loaded internall
controls. If tubes are not bar code labeled or if an error
occurred during bar code reading, this can be resolved in
this screen.

If batches are being processed and additional internall
conftrols need to be loaded, press this button to unlock the
IC carrier slot so that the fube carrier can be removed.

® ON HOLD — a carrier with internal controls is currently not
inserted, but it was previously inserted and then removed.
The QIAsymphony SP retains the information about the
previously loaded internal conftrols if the Sample
Preparation/Internal Controls screen is open.
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Dialog panel
Buttons

Integrated
Batch X

Table view

SP Carrier 1-4
and AS

SP Carrier 1-4 c

The status of each integrated batch is shown. Depending on
the batch status, pressing the Batch button may result in an
action being performed.

e READY TO LOAD — the Batch button is inactive in this state.

e LOADED — the Batch button is inactive in this state.

e STOPPED/COMPLETED — if the Batch button is pressed, the
infegrated batch will be removed. This includes all SP and AS
batches from the integrated batch.

Note: The “X" represents the batch number as a substitute for
the Batch ID.

The assigned batch ID is shown here.
Current batch progress is displayed.
The batch status is displayed.

QUEUED — samples are loaded and the batch is defined. The
batch is queued for processing.

RUNNING — the batch is running. Loaded samples in the batch
are being processed.

COMPLETED — all samples in the batch have been processed. If
the elution rack will not be used for collection of eluates in
further batches, the elution rack can be removed from the
“Eluate” drawer and the result file can be downloaded.

PAUSED — processing of the batch has been paused. Samples
will always be flagged as “unclear” if the run was paused.

Note: Pausing a run will result in all samples being flagged as
"unclear”. For FDA cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate all *unclear” samples.

STOPPED — the batch has been stopped either by the user or due
to an error. The samples are lost and cannot be manually
processed.
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AS The assay run status is displayed.
QUEUED — the assay run is queued for processing.

RUNNING — the assay run is in progress. Loaded samples are
being processed.

COMPLETED — all samples in the assay run have been
processed.

PAUSED — the assay run has been paused. Samples will always
be flagged as “unclear” if the run has been paused.

Note: Pausing a run will result in all samples being flagged as
“unclear”. For FDA cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate all “unclear” samples.

STOPPED — the assay run has been stopped by the user or due
to an error. The samples are lost and cannot be manually
processed.

Status bar

The status bar displays information about the next required user interaction and the
estimated duration of infegrated batch execution.

Start run now __Integrated Run ﬂnish

6.2.1 Integrated Setup screen

The Integrated Setup screen shows the QlIAsymphony SP batches and their related
QIAsymphony AS batches, if any. The user can assign or unassign one or more assays
to/from all sample positions.
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Integrated Setup

Overview

Reset SP Batch

[

Favorites:

Edit Samples

Assays AS Batch
SP Batch 2 LOADED MULTLASSAY
Details
Panel
0011

READY TO
LOAD

Define Assays

Create AS Batch
1001
Remove AS Batch

W
<
©
el
a
s

LOADED Test RNA-D

Details 1

READY TO
LOAD

RNA-1 Cancel

Test
Virus-A (110ul)
Help

ol BN

Test
Virus-8 (110ul)

Test
e aiet

Integrated Setup screen.

Command bar

Reset SP Batch

Edit Samples

Define Assays

Create AS Batch

Remove AS Batch

Removes all assigned assays from the selected SP batch (i.e.,
all actions performed in the screen Define Assays are undone).

This action can only be performed while the SP batch is in the
“LOADED" state.

The Edit Samples button opens the Integrated Setup/Batch
X/Define Samples screen (see Section 6.2.2 about using the
tube carrier).

The Define Assays button opens the Assay Assignment screen
(see Section 6.2.3 about using the tube carrier).

The Create AS Batch button assigns a new AS bafch to (a)
previously selected SP batch(es).

The Remove AS Batch buttfon removes an assigned AS batch
from its related SP batch(es).
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Cancel

0K

Dialog panel

Favorites:

Blue

SP Batch 1

Light green

SP Batch 2

Green
SP Bakch 2
BT

Dark green

‘SF Batch 1

Closes the screen without saving the changes and cancels the
assay definition process.

Press to save changes and proceed to the Integrated Setup
screen.

Buttons in the Favorites list enable the user to assign “Favorite”
assays fo (a) previously selected SP batch(es) (see “Favorite
assays”, page 271.

Opens a message box that provides detailed information
about the assigned assays and the integrated batch with its AS
and SP batches. In addition, it shows the required assay
positions and assay racks on the QlAsymphony AS.

The sample batch is loaded. For samples in tubes, the position
of the Batch button corresponds to the slot number that the
tube carrier was loaded into.

The batch is loaded and queued. Assay Control Set and
elution slot have been assigned.

The samples in the batch are being processed.

The samples in the batch have been processed and purified
nucleic acids eluted. If further batches are to be eluted into
separate elution racks, this elution rack can be unloaded.
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Orange

'SP Batch 1 All batches currently being processed are paused. The
batches can be either continued or stopped.

Yellow

SP Bakch 2 The batch has errors regarding sample/ internal control tubes
or sample IDs.

LAl L LL Ll

6.2.2 Integrated Setup/Batch X/Define Samples screen (tube carrier)

The Define Samples screen is displayed when selecting Edit Samples in Integrated View.
This screen displays information about all 24 positions of the tube carrier.

It enables the user to edit sample tube information and also to manually correct any bar
code reading errors.

Positions where errors are detected (e.g., unknown bar codes or duplicate bar codes)
become yellow. The information on the next page refers to samples loaded in the tube
carrier.

Integrated Setup | Batch 1 | Define Samples

Sample Tube Selection Select All

I N

Clear

Inserts/Sample tubes:

1D/Type

6 1006 14 1014 22 1022 Tube
U BD#35205... P 17x100 U BD#35205... P 17x100 U BD#35205... P 17x100 > Insert 1A
Help
7 1007 15 1015 23 1023 Tube
>
U BD#35205... P 17x100 U BD#35205... P 17x100 U BD#35205... P 17x100 Insert 2A

16 1016
| Bo#3s205... P 17x100

T @ g
U BD#35205... P 17x100 U BD#35205... P 17x100 U BD#35205... P 17x100
2 1002 10 1010 18 1018 Tube
>
i || eo#3s205..p 17x100 || eo#ssz0s..p17x100 Insert 00
3 1003 1 1011 19 1019 Tube
>
|| eo#3s205...P 17x100 || Bo#35205...P 17100 || eo#3s205...p 17x100 Insert 01
4 1004 12| 1012 20 1020 Tube p—
|| eo#3s205...P 174100 || eosas20s...p 17x100 || so#as205...P 17x100 % Insert02 ance
5 1005 13| 1013 21 1021 Tube
>
| Bo#3s205...p 17x100 | eo#35205...P 17x100 | ep#35205...P 17x100 Insert 03

U BD#35205... P 17x100 U BD#35205... P 17x100 MN

Integrated Setup/Batch X/Define Samples screen (Sample Tubes mode).
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Integrated Setup | Batch 1 | Define Samples

Edit Sample ID

Select All

Clear
[ 01-08 ] | 09-16 ] | 17-24 J s
1D/T,
1 1001 9 1009 17 172000002 frm
4 Sample 4 sample 4 sample ’77 5 ]
ubes
2 1002 Wl [10 1010 18 _18_2000002 m
@ EC+ 4 sample & Sample
3 1003 1 1011 19 192000002 rm
@ EC- & sample & Ssample
mple
4 Manual @l [ [12 1012 20 _20_2000002 @ Cancel
& Sample 4 sample & Ssample ance
5 1005 13 1013 21| 212000002 @ ok
4 Ssample 4 sample 4 Ssample
EC
6 1006 14 1014 22| 22 2000002 )
- — = =]
Help
7 1007 15 1015 23 23 2000002 [
4 sample 4 sample 4 sample
8 1008 16 1016 24 242000002 [ 1+
4 sample 4 sample 4 sample QIAGEN

Integrated Setup /Batch X/Define Samples screen (ID/Type mode).

Command bar (Sample Tubes mode)

Select All

ID/Type

Enables the user to select all samples.

Allows the user to edit sample IDs and sample types. If sample
tube types can be selected, the button is active. When the
buttonis pressed, the dialog switches to "ID/Type” mode, which
is described below.

Edit Sample ID screen appears.

The button is inactive if the software configuration of your
QIAsymphony SP does not allow sample IDs to be edited.

Enables the user to change the tube type. The buttonisinactive
if sample tubes cannot be edited by pressing the sample
position buttons in the dialog panel.

The button is active, if the sample ID can be edited when the
sample position button is pressed.

Note: Before a tube type can be assigned or a sample ID
edited, the user must first select the position in which the
information should be edited.
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Command bar (ID/Type mode)

Select All

ID/Type

I

Tubes

]

Dialog panel

( 01 -08

[ 09 - 16

\[ 17 - 24

S

Individual sample
buttons (1-24)

Enables the user to select all samples.

Select to view and edit sample IDs and sample types.
When pressed, the dialog switches to “ID/Type"” mode.

Note: Before a fube type or ID can be assigned, the user must
select the position in which the information should be edited. It
is possible to select more than one position to assign multiple
tube types at the same time.

Select to view and change the fube type.
When pressed, the dialog switches to "Sample Tubes” mode.

Note: Before a fube type can be assigned, the user must first
select the position in which the information should be edited. It
is possible to select more than one position fo assign multiple
tube types at the same time.

Press to select/deselect sample positions 1-8.
Press to select/deselect sample positions 9-16.
Press to select/deselect sample positions 17-24.

“Sample tubes” mode

Each sample button displays information about the sample
ID (bar code or virtual bar code) and the detected/assigned
tube type.

1 1001
|| BD#3520 ..F 17=100

Individual positions can be selected by pressing the
appropriate sample button. If the Sample ID button is then
pressed, the Keyboard screen appears. This enables the user
to enter a sample ID.

Note: The button becomes yellow if a bar code reading error
or a duplicate bar code is detected.
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5 1005
e

The bar code symbol in the example above shows that the
insert bar code was not read. If the bar code appears in the
sample ID position, this signifies that the tube bar code was
not read.

If the QlAsymphony SP/AS instrument detects duplicate bar
codes the positions with the same bar codes are colored
yellow. A bar code symbol, which denotes a reading error, is
not displayed.

If sample information was entered manually, a hand symbol
is displayed at the top right of the sample position button.

4 Manul M
| BD#3520 .. F 17100

“ID/Type” mode

Each sample button displays information about the sample
ID (bar code) and the detected/assigned sample type.

1 1001 2 1002 3 1003
[ sample I ec+ I Ec-

Inserts/Sample tubes list

If the dialog panel is in “Sample Tubes” mode, a list of inserts and sample fubes is
displayed. The inserts are listed first and after an insert has been selected, the user can
select a tube type from the list. To change the insert or fube type, follow the steps below.
1. Select the position(s) o be corrected.

4. Press the appropriate tube insert item in the list.

The list shows all available sample tube types that can be used with the selected
insert.

5. Assign a tube type by selecting it from the list.

Note: If the “ID/Type” mode is active, the Inserts/Sample tubes list is not displayed.

Note: Refer to the Instructions for Use (Handbook) for the assay you are using for
information on downloading labware.
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Dialog panel (ID and sample type editing)

If the dialog panel is in “ID/Type” mode, buttons for editing ID and sample type are

displayed.

Sample ID

Sample

EC-

Allows the user to edit sample IDs. When the button is pressed, the
Edit Sample ID screen appears.

The button is inactive if the software configuration of your
QIAsymphony SP/AS instrument does not allow sample IDs to be
edited.

Allows the user to generate and overwrite a sample IDs.

The button is inactive if the software configuration of your
QIAsymphony SP/AS instrument does not allow sample IDs to be
edited.

When pressed, the sample type of the selected samples is set
to “Sample”.

When pressed, the sample type of the selected samples is set
to "EC+" (positive external conftrol).

When the button is pressed, the sample type of the selected
samples is set fo “EC-" (negative external control).

6.2.3 Assay Assignment screen

After selecting SP batch in the Integrated Setup view, press Define Assays. The Assay
Assignment screen shows the positions of defined samples and selected assays are
shown in tabs. The user can assign or unassign one or more assays fo/from the sample

positions.
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Integrated Setup | Assay Assignment

Select assay panel(s) and/or individual assay(s) for current batches

Test
RNA-1

Test
RNA-2

Test
‘ n RNAO

Vv Abgene+RNA

-

Help

21 1021
a x
1022
a

x
x

| RNA-S

a
1023
2]:)

24 1024

)
i

1
2
2 Select All
= 1

X

Assay Assignment screen.

eseee
QIAGEN

Command bar

Opens the Assay Specifications screen (see Section 6.2.4).

e Closes the screen without saving the changes and cancels the
assay definition process.
ok Saves changes and opens the Integrated Setup screen. The
button is acftive if no conflicts are present.

Dialog panel

Clear Deletes the assigned Assay Parameter Set(s) from selected
sample position(s).

Select All Enables the user to select all positions that are defined on the
rack. Only available when no position on the rack is selected.
Deselect All Otherwise, the Deselect All button is enabled. The Deselect All

Ul e

button enables the user to deselect all selected positions.
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na Shows the assigned assays on sample positions. Each number
on a sample position represents an assay on its assay tab. For
Test example, the sample position has assignments for assay “Test

RNA-O RNA-0" and two other assays.

Assays list Available assays and panels are displayed in a list. To select an
assay or panel, select the entry from the list.

Tab view The tab view shows all assigned assays. Each assay tab has at
least one assigned sample.

6.2.4 Assay Specifications screen

After pressing Specification in the Assay Assignment screen, the Assay Specifications

screen shows the specifications for each selected assay.

Integrated Setup | Assay Specifications

Review or modify specific assay specifications

) TestRnaD

Eluate Volume

200

Use ready-to-use master mix? Yes “ N

v Sample

100
|,.um.,...,,,.pm.t.s o[- B —
50 o
assay-specific IC in samples? Yes

> Assay controls
v Help

00000
Required assay racks: 1 Required assay positions: 7 QIAGEN

Assay Specifications screen.

6.2.5 Sample Preparation/Internal Controls screen

For more information about this screen, see Section 9.4.1.
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6.3 Assay Setup tab

In this screen, the user can:

e View information about the QlAsymphony AS, including the progress and status of
assay setup

® Remove completed assays

Integrated Run Sample Preparation Assay Setup Tools ‘ Log Out ‘

Overview

Statu: un ID Assay Destinatior

" T
READY TO LOAD [—J
Parameter View

eoeee
QIAGEN

6.3.1 Assay Setup fab — Assay Setup/Overview screen

The Overview screen indicates the status of AS batches within integrated runs. It also
enables the user to remove assays.

If an assay run is queued or in progress, the temperatures of the cooling positions can be
seen in real fime.
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Integrated Run

Sample Preparation

e

Overview

o

tatus Run ID Assay Destination Time
Sample View
3000005 Multiple slot s, slot6
Parameter View
Cooling

Eluate + Reagents Current Temperature Target Temperature
Slot1 -
slot2 6.1°C 6.0°C
slot3 SHC 6.0°C

Run
Assays Current Temperature Target Temperature

Slot4 - -
sloté SR 6.0°C

Overview screen.

Assay run status

The status of the assay run is indicated by the color of the Batch button.

Blue

Mew...

Light green

Remove

Medium green

In progress

Orange

In progress

No assay run is currently defined. Define a new assay using the
Integrated Run tab.

An assay run is loaded and queued. Press to remove the
current AS batch of an integrated run.

Samples in the assay run are currently being processed.

The assay run currently being processed has been paused. The
run can be continued or canceled. See Section 13.3.6 for more
details.
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Red

Remove

Green

Remove

Command bar

Cooling

Overview

Sample View

Parameter View

Cooling

A

Run

The assay run has been canceled by the user or terminated
due to an error. If processing was stopped due to an error, the
E+R bufton, which corresponds to the “Eluates and Reagents”
drawer, becomes yellow.

An assay run has been processed and the assays can be
removed from the "Assays” drawer. After removing the assays,
press to remove the assay run. Cooling will be switched off
automatically.

The Temperature Status screen appears after pressing the
Cooling button in the AS Overview screen (see Section 6.3.5).

This button is enabled when either the Sample View or
Parameter View is open. Press this button to open the assay
setup Overview screen.

Opens the Sample View screen. This screen displays information
in a tabular format about samples that will be processed, are
currently being processed, or that have been processed.

Opens the Parameter View screen. This screen displays
information in a tabular format about Assay Parameter Sets and
specifications for samples that will be processed, are currently
being processed, or that have been processed.

Opens the Temperature Status screen. This screen enables the
temperatures of the cooling slots to be checked.

The Run button is enabled if an assay run has been queued.
Press Run to start batch validation. If the defined assay run is
successfully validated, the assay run will start. If there is a
problem with the defined assay run during validation, a
warning will appear with more information.
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B 45 If an assay run is in progress, the Pause AS button is available.
aunse
The Pause button should only be pressed in an emergency.
After pressing Pause, the QIAsymphony AS completes the

current command and then pauses the assay run. Samples will
always be flagged "unclear” if the run has been paused.

If the assay run has been paused by the user or due to an error,
the Stop and Continue buttons appear (Section 13.3.6).

Note: Pausing a run will result in all samples being flagged as
“unclear”. For FDA cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate all  “unclear”
samples.

Note: The QIAsymphony AS drawers will be unlocked.
The Stop AS button appears if the current assay run is paused.
Press Stop to cancel the assay run that is currently being

processed.
Note: For information about removing assays if an assay run has
been canceled, see Section 13.

Mg The Continue AS button appears if the current run is paused.
L L
Press Continue to continue the run. Samples will always be
flagged as “unclear” if the insfrument was paused and then

continued.

Note: An assay run should only be paused in an emergency.
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Dialog panel

Buttons

Batch button The assay run status is displayed. Depending on the assay run

status, pressing the Batch button may result in an action being

performed.

Table view

READY TO LOAD — press the Batch button New ... to start the
assay definition process.

QUEUED — press the Batch button Remove to remove the
assay run and stop cooling.

STOPPED/COMPLETED — press the Batch button Remove to
remove the assay run and stop cooling.

PAUSED — the Batch button is inactive in this state.

Note: Pausing a run will result in all samples being flagged as
“"unclear”. For FDA cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate all *unclear”

samples.

Status The assay run status is displayed.

READY TO LOAD — a new assay run can be defined.

QUEUED — samples have been loaded and the assay run is
defined. The assay run is queued for processing.

RUNNING — the assay run is in progress. Loaded samples are
being processed.

COMPLETED — all samples in the assay run have been
processed.

PAUSED — the assay run has been paused. Samples will
always be flagged as “unclear” if the instrument is paused.

Note: Pausing a run will result in all samples being flagged as

“"unclear”. For FDA cleared or approved nucleic acid tests,

Rotor-Gene AssayManager will invalidate all “unclear” samples.

STOPPED — the assay run has been stopped by the user or
due to an error. Processing of the samples cannot be
restarted and cannot be manually processed.
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Run ID The Run ID, which is assigned by the QIAsymphony SP/AS
instruments, is displayed here.

Assay If an assay runis queued, the name of the Assay Parameter Set
is displayed, if only a single Assay Parameter Set has been

assigned.
Destination The "Assay” slot in which the assay will be set up is displayed.
Time The actual elapsed time is displayed.

Progress bar

The progress bar displays information about the protocol that is currently being run. The
step of the protocol that is currently being performed and the progress as a percentage
of the whole protocol is displayed. Additionally, the progress bar displays the estimated
duration of batch execution.

Master mixis being pipetted. 31% Remaining: =1min Endtime: 14:39

Note: Run tfime estimation is based on stored run times of previous, valid runs with identical
settings.

Dialog panel (cooling display)

The cooling display becomes visible on the assay setup Overview screen if an assay run
is queued or in progress. Temperature information for all used cooling positions for the
current batch is displayed.

Eluate + Reagents Current Termperature Tariet Ternperature
Slat 1 S -=
Slat 2 50°C B.0eC
Slot 3 46°C B.0eC
Assays Current Temperature Target Ternperature
Slot 4 -- --
Slot 5 50°C B.0eC
Slot & 61°C B.0eC

A green background indicates that the current temperature is within the defined range
and a yellow background indicates that the temperature is currently outside the defined
target range.
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6.3.2 Assay Setup/Sample View screen

The Sample View screen displays information about samples that will be processed, are
currently being processed, or that have been processed.

Note: A warning symbol appears in the Sample View screen if one or more samples are
flagged as “invalid”.

Assay Setup ‘ Tools

Integrated Run

Sample Preparation

Log Out

] Overview
sre. | Pos. sample ID ‘ Assay Vol.In | Val. Out Status Dest. | FPos i
—
2 A1 |Samplet PCR_1_RG 1100 200 unprocessed
2 B:1 Sample 2 = PCR_1_RG 1100 200 unprocessed (G =D
2 el sample3 PCR_1_RG 1100 200 unprocessed
2 D:1 Sample 4 E PCRIRG 110.0 200 unprocessed Cooling
2 Bl |Samples PCR_1_RG 1100 200 unprocessed
2 F1 Sample 6 5 PCR_1_RG 1100 200 unprocessed
2 (G Sample? PCR_1_RG 1100 200 unprocessed
2 H:1 Sample 8 PCR_1_RG 1100 200 unprocessed
2 A2 | Sampled PCR_1_RG 1100 200 unprocessed
2 B2 Sample 10 E PCR.1_RG 1100 200 unprocessed
2 2 [sample1t PCR_1_RG 1100 200 unprocessed
2 D:2 Sample 12 E PCRI_RG 1100 200 unprocessed
2 B2 |Sample13 PCR_1_RG 1100 200 unprocessed
2 F2 Sample 14 E PCRI_RG 1100 200 unprocessed i
2 G2  sampleis PCR_1_RG 100 |200 unprocessed Help
2 H:2 Sample 16 E PCR.1_RG 1100 200 unprocessed
2 A3 |sample17 PCR_1_RG 1100 200 unprocess
| ( | 00000
QIAGEN

Sample View screen.

Command bar

For descriptions of the buttons in the command bar, see the "Command bar” section of
the Overview fab (Section 6.3.1).

Dialog panel

Information about the samples is provided in a table. When an assay run is removed, alll
information about the samples is automatically removed from the table.

Table view

Src. The slot position of the sample rack is displayed.
Pos. The position in the sample rack is displayed.
Sample ID ID (bar code, virtual bar code, or automatic ID assigned by the

instrument) is shown.
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Assay

Vol. In
Vol. Out

Status

Dest.
Pos.

Assay

Definition

The name of the assigned Assay Parameter Set is displayed.

If the Assay Parameter Set was assigned by the work list, the
symbol is displayed. If the sample is not linked to the Assay
Parameter Set in the work list, but is linked to a different Assay
Parameter Set, the symbol & s displayed.

The input volume is displayed.
Template volume for assay point is displayed.

The sample state is displayed. There are 6 possible sample

states: “unprocessed”, "in process”, “valid”, "unclear”, “invalid”,
and “removed” (see “Sample status”, Section 7.7 for more
information).

The state of individual samples is also shown by the color in the
tfable.

e Light green — "valid”

e Light pink — “unclear”

® Pink — “invalid”

e White — “unprocessed”

® White — "in progress”

The slot of the assay rack is displayed.

The position in the assay rack is displayed.

The assay definition used for the run.

6.3.3 Assay Setup/Parameter View screen

The Parameter View screen displays informatfion about Assay Parameter Sets and

specifications for samples that will be processed, are currently being processed, or that

have been processed.
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Integrated Run Sample Preparation

Overview

PCR_1_RG PCR_2_RG PCR_3_RG

Sample View

Parameter Valu
Parameter View

Replicates of samples
Replicates of EC+

Replicates of EC-

Assay-specific IC in samples

Number of assay positive controls

Replicates of assay positive controls

Replicates of assay no template control with MM +IC
Replicates of assay no template control with MM -IC
Number of assay standards

Replicates of assay standards 1
Ready-to-use master mix yes
Panel names Demo_Panel RG

Cooling

wle[=|=|=[2[=]==

(O (]

Help

eseee
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Parameter View screen.

Command bar

For descriptions of the buttons in the command bar, see the *Command bar” section of
the Overview tab (Section 6.3.1)

Dialog panel

Information about the assay parameters is provided in tabular format for each Assay
Parameter Set. The parameters show the default values (i.e., the values that will be used
for the run).

Assay parameters
Replicates, Samples Number of replicates for a sample.
Replicates, EC+ Number of replicates for a positive
extraction confrol.
Replicates, EC- Number of replicates for a negative

extraction control.
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Assay-specific IC in samples

Replicates, assay positive controls

Number of assay positive controls

Replicates, assay no template control
with MM+IC

Replicates, assay no template control
with MM-IC

Number of assay standards

Ready-to-use master mix

Panel name

6.3.4 Loading Information screen

“Yes”, if IC is included in samples, or
“No" if IC for samples should be added
to the master mix.

Number of replicates for an assay
positive control.

Number of assay positive controls.

Number of replicates for the no
template confrol with MM+IC.

Number of replicates for the assay no
template confrol with MMC-IC.

Number of assay standards.

“No" means the QlAsymphony AS
prepares the master mix.

Name of the panel.

To open the Loading Information screen, press the E+R or A button.

The Loading Information screen shows the worktable and its positions. Slots that must be

loaded with racks are highlighted yellow.

The user can press a slot to view detailed

loading information for that slot and to load it. In addition, the required, available, and

missing number of tips is displayed.
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Assay Setup | Loading Information

Load required tips, sample and assay racks, and reagents

Eluate + Reagents Assays Tip Information

1 Sample 4 Assay
)% Press for more information 200 pl “TT
QIA#19588 *EMTR
Required 129
Available 239 Cooling
Missing 0
2 Ssample o | 5 Assay
3% | press for mare information 2% | press for mare informaton 504l i
QLA#19588 *EMTR ABI#NBO10560 *PCRI6 Optical e o
Available 96
Missing o
3 Reagent o | & Assay
1500 pl Hel
;%;_’ Press for more information >$( Press for more information ¥ ”” P
Reagent Holder 1 QS ABHNBO10560 *PCRIG Optical Required o
Available 29
Missing 0 EXIT T
QIAGEN

Loading Information screen.

Note: Images of instrument screens and files used throughout this user manual (volumes
1 and 2) are examples and may differ from the actual screen or file you are using.

Note: Press Tip Information to get recommended fip loading information.

Command bar

. Enables the user to perform an inventory scan.
can

When pressed, the following message appears.

@ Do you want to start the inventory scan?

Tip Racks left 23

Tip Racks right

I<<I
g 2
s f 2

Aapters left

Addapters right &3

Feagents LLD Yes
Scan } Mo, nothing changed }

To scan the loaded consumables, select the components and
then press Scan.
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If the system detects loaded/removed racks differing from
information given by the user, an error message appears.

The inventory scan on Assay Setup failed due to errors:

An adapter was detected on 'AS - Eluate and Reagents drawer’ slot 1 which is not
A needed. It will be ignored.
The expected adapter for rack type 'Reagent Holder 2 QS' on 'AS - Eluate and
Reagents drawer slot 3 could not be detected.
Could not start LLD scan for reagents because the corresponding adapters are not

loaded yet.

In this case, press OK to return to the Loading Information
screen. Make the required modifications, and then perform the
inventory scan again.

Note: Additional validations are performed when the run is
started. A successful validation after loading does not mean
that the run can be successfully started.

This button appears when an inventory scan is in progress. Press
Stop Scan . .
to cancel the current inventory scan. A message will appear.

Press OK fo return to the Loading Information screen.

Cooling Enables the user to go to the Temperature Status screen.

Cancel Closes the screen without saving the changes and cancels the
loading process.
Closes the screen.
oK

Dialog panel

Sample slot Press on a Sample slot fo view detailed loading information for
that slot.

Reagent slof Press on a Reagent slof to view detailed loading information for
that slof.

Assay slof Press on an Assay slot fo view detailed loading information for
that slof.

Sample or Assay slot

The Plate View and List View provide detailed loading information for the selected
sample or assay rack.
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For an integrated run, slot 2 is shown with *Adapter available” information “yes (currently
on the QlAsymphony SP)”. This means that the rack is loaded on the QlAsymphony SP
and will be moved automatically to the QIAsymphony AS when it is needed for pipetting
eluates. Therefore, it is not possible to load another rack on the slot; a rack is loaded, but

it is not visible to the user on the QlAsymphony AS.

Load sample rack into the correct adapter on slot 1

-" 9 10 11 12

Plate View

List View

i

B
08
5

Press on tube
positions
for details

Cancel

Rack 1D $1.3000017_0000sim
QIA#19588 *EMTR

Rack type

Help
Elution Microtube Rack QS
sample Adapter type

Adapter avallable N0

[l

Labware category Deep Well

Plate View screen — example slot 1.

Load assay rack into the correct adapter on slot 5

Pos. j] | Type State Volume Out Assay |Z|
A1 A1.52.3000018 s unprocessed | 25.0 pl PCR_7_96well |
B B1.S2.3000018 s unprocessed | 25.0 pl PCR_7_96well
C1 | C1.523000018 s unprocessed | 25.0 pl PCR_7_96well
D:1 D1.52.3000018 s unprocessed | 25.0 pl PCR_7_96well
E1  E1.52.3000018 s unprocessed | 25.0 pl PCR_7_96well
F1 F1.52.3000018 s unprocessed | 25.0 pl PCR_7_96well
G:1 | G1.52.3000018 s unprocessed | 25.0 pl PCR_7_96well
H:1 H1.52.3000018 s unprocessed | 25.0 pl PCR_7_96well
A2 | A2.52.3000018 EC+  unprocessed  25.0 pl PCR_7_96well Cancel
B2 | B2.523000018 EC+  unprocessed  25.0 pl PCR_7_96well
€2 | €2.52.3000018 EC+  unprocessed  25.0 pl PCR_7_96well
D:2  D2.52.3000018 EC+  unprocessed  25.0 pl PCR_7_96well
E2  E2.52.3000018 EC+  unprocessed  25.0 pl PCR_7_96well
F2  F2.52.3000018 EC+  unprocessed | 25.0 pl PCR_7_96well ?
G2 | 62.52.3000018 EC+  unprocessed  25.0 pl PCR_7_96well
H:2  H2.52.3000018 EC+  unprocessed  25.0 pl PCR_7_96well
A3 A3.52.3000018 EC- unprocessed  25.0 yl PCR_7_96well
B3 B3.52.3000018 EC-  unprocessed  25.0 pl PCR_7_96well

List View screen — example slot 5.
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Command bar

Plate View

List Wiew

Rack ID

Automatic 1D

Ty

Cancel

Load

Remove

Opens the Plate View screen. This screen provides detailed
loading information about the selected Sample or Assay slot.

Opens the List View screen. This screen provides detailed
loading information about the selected Sample or Assay slot in
a tabular format (i.e., position, sample ID, sample type, sample
status, sample volume, and the assays that will be processed
with the sample).

Press to scan or manually enter a rack ID (only for assay racks).

Press to generate arack ID (only for assay racks).

Closes the screen without saving the changes.

Press when loading the rack.

If the Assay Setup/Manual Input screen appears, scan the bar
code with the bar code scanner, or enter the rack ID manually
and press OK (this step may be skipped depending on
configuration settings). See Appendix C for a list of compatible
bar code types. The Assay Setup/Loading information screen
reappears.

The system will check during the inventory scan whether the
rack was loaded correctly.

Press when unloading the rack.

If the Assay Setup/Manual Input screen appears, scan the bar
code with the bar code scanner, or enter the rack ID manually
and press OK (this step may be skipped depending on
configuration seftings). The Assay Setup/Loading information
screen reappears.

The system will check during the inventory scan whether the
rack was unloaded correctly.
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Reagent slot

The Plate View and List View provide detailed loading information for the selected

Reagent slot.

Plate View

A 0 © 0 O
9000
@000

List View

Assign Kits

Cancel

Press on tube positions for details

Reagent 1347 pl master mix with IC

slot 3
Adapter  Reagent Holder 1 Qs
Assay PCR_7_96well

|l

Tube Type QIA#I97102 *T2.0 Screwskirt

L3368

QIAGEN

Plate View screen — example slot 3.

Load reagents and appropriate tubes into required positions on slot 3

: : o | PCR7.96wel PCR8 96well | All Reagents
Ui slot | pos | Reagent Tube type Volume ‘ A
3 A1 master mixwith IC | QLA#997102 *T2.0 ScrewSkirt 1347 pl |
b} B1  Pos. Control QIA#997102 *T2.0 ScrewsSkirt 27 pl
3 1 |NTC QLA¥997102 *T2.0 Screwskirt 274l
3 a2 Qs QLA#997102 *T2.0 Screwskirt 274l
L | B2 Qs2 QIA#997102 *T2.0 Screwskirt 27 pl
3 @ |gs3 QLA¥997102 *T2.0 Screwskirt 27 pl
master mix with IC formula
Master 917.7 pl
Primer1 305.9 pl —
Ic 1224l v
Kit bar code:
Praduct Id:
Lot No.:

List View screen — example slot 3.
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Command bar

Plate View Opens the Plate View screen. This screen provides detailed
loading information about the selected Reagent slot. See
“Schematic plates”, Section 5.5 for detailed information about
schematic plates.

List View Opens the List View screen. This screen provides detailed

|

loading information about the selected Reagent slot in a
tabular format (i.e., slot number, reagent position, reagent,
tube type, reagent volume).

When more than one assay is configured, each assay is
displayed in a separate tab.

o Closes the screen without saving the changes.

Load Press when loading the reagent rack. The system will check
during the inventory scan whether the rack was loaded
correctly.

R Press when unloading the reagent rack. The system will check
during the inventory scan whether the rack was unloaded

correctly.

‘ Assign Kits | Enables the user to enter a kit bar code. Press on the field. You

can enter a bar code in the screen that appears.

6.3.5 Temperature Status screen

To open the Temperature Status screen, press Cooling in the Loading Information screen
or the assay setup Overview screen.

The Temperature Status screen shows the worktable and its cooling positions. For each
cooling position used during the run the current and the target temperature is shown.
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Assay Setup | Temperature Status

Check temperature and change cooling settings if required

Eluate + Reagents Assays

2 Cooling position 5 Cooling position
21.0°C current 17.0°C current

3 Cooling position 6 Cooling position Help
57 || B 5o wm |

eseee
QIAGEN

Temperature Status screen.

Command bar

= Press OK to save changes and return to the Loading Information

screen or the assay setup Overview screen.

6.4 Maintenance AS menu

The Maintenance AS menu enables operation of parts of the QIAsymphony AS, without
performing an assay run. Tools for performing routine maintenance procedures and for
worktable cleanup are also available.

Note: Detailed information about maintenance procedures and the Cleanup tools, see
Section 15.
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6.4.1 Maintenance AS screen

Tools | Maintenance AS

Select maintenance procedure by pressing the appropriate button

Move

Maintenance

Unlock

Cleanup

Cooling

|E

Maintenance AS screen.

Dialog panel
Move Arm

Robotic arm
left

Robotic arm
right

Cleaning
position

Maintenance
Tip guards

Start UV light
AS

Start UV light
SP+AS

Moves the robotic arm to the left.

Moves the robotic arm to the right.

Moves the robotic arm to the middle and front.

Moves the robotic arm to the middle and front.

Opens the Input/UV cleanup screen for QIAsymphony AS. Enter
the duration (minutes) of the UV decontamination, and then
press OK. For more information, see Section 15.

Opens the Input/UV cleanup screen for QIAsymphony SP+AS. Enter
the duration (minutes) of the UV decontamination, and then press
OK. For more information, see Section 15.
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Unlock

Drawers Unlocks all instrument drawers. If a malfunction results in the
drawers remaining locked, this script allows the user to manually
unlock the drawers.

If the drawers remain locked after performing the script, switch off
the instrument. If the problem persists, contact QIAGEN Technical
Services.

Hood Unlocks the hood of the QlAsymphony AS. If an error results in the
hood remaining locked, this script enables the user to manually
unlock it.

If the hood remains locked after performing the script, switch off
the instrument. If the problem persists, contact QIAGEN Technical
Services.

Cleanup
Discard tips Discard tips from the tip adapters.
Cooling

Turns on the cooling onslot 1 to 4°C.

Turns off the cooling on slot 1.

Note: There are corresponding buttons for slots 2-6.

6.5 Service AS menu
6.5.1 Script Execution tab
The Script Execution tab of the Service AS menu enables the user to run “Operator
scripts”, which are service protocols. The available scripts are displayed in the Operator
scripts list. Use the up and down arrows to scroll through the list. Select the script to be run

by pressing the appropriate scripft.

Note: The selected script is indicated at the bottom left of the screen.
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Tools | Service AS

Operator scripts

ChangePipettingChannelORIng. lua

CheckTightnessOfDispensingDrive.lua

Selected script: ChangePipettingChannelORing.lua

Script Execution tab of the Service AS menu.

Command bar

Taties Allows the user to initialize the QIAsymphony AS. When the
button is pressed, a message appears that asks the user
whether to initialize the instrument. Press Yes to inifialize the
QlAsymphony AS; press No to cancel the initialization.

Note: If the QIAsymphony SP/AS hoods are closed, the
initialization is carried out automatically when the instruments
are started. If one or both of the hoods are open, the
inifialization cannot be completed. An error message will
appear. If both hoods are open, the instruments will not initialize
during startup.

The output dialog panel is displayed, which enables review of
the output information of the last script performed.

Starts the selected operator service script. While the selected
script is being performed, an oufput message appears that
provides information about the script being performed and the
results.

Dialog panel

Operator scripts  Scripts available to the current operator are displayed and
list can be selected by pressing the appropriate button.

Selected script The selected script is displayed here.
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Operator scripts

The following script is applicable.
ChangePipettingChannel Enables the tip-adapter O-ring to be replaced. See

ORing.lua Section 15 for more information.

Output dialog panel

The Output dialog panel displays the output of the selected operator service script.

Tools | Service SP

Processed Script: ChangePipettingChannelORing.lua Tools

Output:

Overview pipetting channels tip handling cycles:
~Channel 1 has done 0 tip handling cycles with the cur
- Channel 2 has done 0 tip handling cycles with the cur

- Channel 3 has done 0 tip handling cycles
- Channel 4 has done 0 tip handling cycles
or (The user pressed "Cancel”. Script will abort.)
Initialize
Clear
Back

Change pipetting channel O-ring ended with

00000
QIAGEN

Output dialog panel.

Command bar

Allows the user to initialize the QlIAsymphony AS. When the
button is pressed, a message appears that asks the user
whether to initialize the instrument. Press Yes to initialize the
QIAsymphony AS; press No fo cancel the initialization.

Note: If the QIAsymphony SP/AS hoods are closed, the
initialization is carried out automatically when the instruments
are started. If one or both of the hoods are open, the
initialization cannot be completed. An error message will
appear. If both hoods are open, the instfruments will not initialize
during startup.

e Clears the content of the Output dialog panel.

Displays the Operator Script dialog panel.
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Dialog panel

If the Clear button has not been pressed, the output of the selected service scriptis shown
here.

6.6 Labware Browser menu

The Labware AS tab of the Labware Browser menu enables the user to view information
about labware that can be used with the QlAsymphony AS.

6.6.1 Labware AS tab

Labware SP | Labware AS

v Undefined

Reagent Holders

r Micro
Name Reagent Holder 1 QS I Tube Screw Cap QS Racks
Materlal 18x Tubes, conical, 2 ml, Q--+onical, 5 ml, Qsym AS (500)
Supplier QIAGEN
Example cat. no. 2ml:997102; 5 ml: 997104
Reagent
Adapter Reagent Holder 1 QS Holder 2 QS

Possible slots on drawer AS - Eluate and Reagents (1, 3)
Additional Info The suffix (m) indicates,th---orming a concave meniscus.

Adapter catalog number 9018090

s0ese
00000
QIAGEN

Reagent Holders view.
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m Labware "

2 3 4.5 637 89 0NN Tools

Il |

Deep
? well
Reagent Holders

3 Micro
Name AB#0600 *PCRI6 Plats
Material THERMO-FAST 96 NON-SKIRTED

> Other
Supplier Abgene
Example cat. no. AB-0600

+ PCR
Adapter PCR Plate 96 QS Plate

Possible slots on drawer SP - Eluate (1)
Additional Info nia
Adapter catalog number 9018087 (no bar code, only for SP)

|AB#0700 —————
[*PCRI6 LowPro Help

|AB#0B00
*PCR36 SkirtLowPro

esese
QIAGEN

Racks view.

Command bar

This button is not active in the Labware AS tab. It is only acftive
in the Labware SP tab.

Reagent Holders Opens the Reagent Holders view in which information about
reagent holders is displayed.

Opens the Racks view in which information about racks is

displayed.

Dialog panel

Labware button This button has no function in the Labware AS tab.

Protocols button  This button is inactive in the Labware AS tab.
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Labware list Enables the user to select an item of labware. Labware is
grouped into categories (e.g., Deep Well, Micro Plate). Use
the arrows to scroll through the list of labware. Detailed
information about the selected item of labware (e.g., supplier,
example cat. no.) and an image is then displayed in the
dialog panel.

6.7 Rack Browser menu

This menu allows the user to view rack files that are currently saved on the QIAsymphony
RGQ MDx (US). There are 2 tabs — Assay Racks and Eluate Racks. For more information
about the Rack Browser menu and for information about the Eluate Racks tab, see
Section 5.15.

6.7.1 Assay Racks tab

This tab displays information about which racks can be used as assay racks.

Sample Racks ‘ Eluate Racks ‘ Assay Racks Normalization Racks

Select rack file
)
E] SB_3000001_0000sim

987654321

Today

This week

Last week

Press an tube positions for detsis

Rack Details | Sample Details

Rack ID SB_3000001_0000sim

Rack type QIA#981301 *RotorDisc72

Last modified 2017-01-11T01:15:09
Positions with liquid 38

Samples 20

Std/Cont/EC 11115 00000

Assay Racks tab.
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Command bar

Today Displays the rack files that were modified foday.

This week Displays the rack files that have been modified since 00:00 of
Monday of the current week, including the rack files that were
modified today. This option is preselected by default.

Last week Displays the rack files that were modified between 00:00 of
Monday last week and 00:00 of Monday of the current week.

Other Displays the rack files that were modified before 00:00 of
Monday last week.

Find ID Enables the user fo manually enter and then search for IDs using

N |

the Keyboard screen.

Dialog panel

Schematic plate  The selected rack is displayed as a schematic diagram.
Positions in the rack are color coded. Select a position by
pressing on if, or by using the arrow buttons, to display
information about that position.

For more information about schematic diagrams of plates, see
Section 5.5.

Rack Details fab  Displays details about the selected rack (e.g., rack ID, rack
type, date last modified).

Sample Details Displays details about the sample that is currently selected in
tab the rack. Details include sample ID, sample type, sample

state, and volume.

Select rack file Lists rack IDs, in descending order by last modification date.

list Only rack IDs that fit fo the current time filter (i.e., today, this
week, last week, other) are displayed. When a rack ID from
this list is selected, details about this rack are displayed in the
corresponding tabs.
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/ Handling Files

The QlAsymphony SP/AS instruments recognize 2 different types of user — *Operator” and
“Supervisor”.

Note: The QlIAsymphony SP/AS instruments are provided with one user account with
“Supervisor” rights. The “Supervisor” has to create user accounts for users with the
“Operator” role.

Each role confers different access rights and allows the user to perform different types of

action.

“Operator”

The "Operator” enables transfer of the following file types from the QlAsymphony SP/AS
instruments to the USB stick:

e Log files

® Result file SP

e Resulf file AS

e Confirmation files

e |oading information

e Instrument Reports

e Audit Trail files

® Rack files

e Work lists
The "Operator” enables fransfer of the following file types from the USB stick to the
QlAsymphony SP/AS instruments:

e Rack files

e Work lists
In addition, the “Operator” enables synchronization of the following file types between
the QlAsymphony SP/AS instruments and the USB sfick:

® Rack files

e Work lists
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“Supervisor”

The “Supervisor” enables transfer of the following file types from the QlAsymphony SP/AS
instruments to the USB stick:
e Log files

e Resulf files

e Confirmation files

e Loading information

e Instrument Reports

e Audit Trail files

e Duration files

® Rack files

e Work lists

e Assay Control Sefts

® Protocols (Bioscripts)

® Assay Parameter Sets

® Assay definitions

® Process configuration profiles
® Reagent definitions

e Userinformation

e Maintenance Config.

e Labware SP

e Service scripts SP

e Labware AS

e Service scripts AS

The “Supervisor” enables transfer of the following file types from the USB stick to the
QlAsymphony SP/AS instruments:

e Duration files

e Rack files

e Work lists

e Assay Control Sets

e Protocols (Bioscripts)

® Assay Parameter Sets
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® Assay definitions

® Process configuration profiles
® Reagent definitions

e Labware SP

e Service scripts SP

® Labware AS

® Service scripts AS

In addition, the “Supervisor” enables synchronization of the following file types between
the QIAsymphony SP/AS and the USB stick:

® Rack files

e Work lists

e Assay Control Sets

® Protocols

® Assay Parameter Sets

® Assay definitions

® Process configuration profiles

e Labware SP

e Labware AS

The "Supervisor” can also back up the file that contains information about all user
accounts created.

Files can be handled directly using a USB stick (as described in this section) or,
alternatively, using the File Transfer tool in the QlAsymphony Management Console.
Result files, work list files, loading information files, and log files can also be handled using
the Automatic File Transfer tool.

For more information about both tools refer to Section 22 and Section 25. If the Automatic
File Transfer tool is used, the user with the “Supervisor” user ID must assign a password to
the File Transfer user. See Section 25 for details about how to do this.

Note: For successful file transfer, the protocol, Assay Control Set, and assay definition must
be transferred before the Assay Parameter Set. For an integrated run, a protocol, Assay
Control Set, assay definition, and Assay Parameter Set must be transferred.
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7.1 Summary QIAsymphony SP/AS files

This table provides a summary of QIAsymphony SP/AS files, listed in alphabetical order.

Assay Definition
(AD)

Assay Parameter
Set (APS)
Audit Trail

Configuration
profile

Duration file

Labware AS

Labware SP

Loading
information

Log files

parameters defined (e.g., internal
control).

A set of instructions for the
QIAsymphony AS that enables the
instrument to perform an assay setup.

The combination of an Assay Definition
with additional parameters defined
(e.g., number of replicates and assay
standards).

Tracks all user input for QIAsymphony
SP/AS configuration and run setup.

Defines the configuration settings
(process and system) for the
QlAsymphony SP and AS instruments.

Provides information on duration of
script execution.

Provides information about
consumables for use with the
QIAsymphony AS.

Provides information about
consumables for use with the
QlAsymphony SP.

Data file that contains detailed
information about which reagents,
sample rack(s), assay rack(s), and
disposable filter-tips are required for
setup of the QIAsymphony AS
worktable.

Data file(s) that contain general
information about the QlAsymphony
SP/AS instruments, user interactions,
and details about the protocol being
run.

File type Description Source
Assay Conftrol The combination of a protocol for the  Provided by QIAGEN.
Set (ACS) QlAsymphony SP, plus additional

Provided by QIAGEN.

Provided by QIAGEN.

Automatically created in
*xml and *.html format.

Default profile 1 is
supplied by QIAGEN.

Created by the system
when executing scripfts.
Can also be moved from
one instrument to
another.

Provided by QIAGEN.

Provided by QIAGEN.

Generated by the
QlIAsymphony AS, after
pressing Queue in the
assay definition process.

Generated by the
QlAsymphony SP/AS.

Table continued on next page
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Table continued from previous page

Task

Personnel

Training and experience

Maintenance
Config.

Process
configuration
profile

Protocol

Rack file

Reagent
definition

Result files

Scripts AS

Scripts SP

Users

Work list

Defines the required and opftional
configuration settings for
maintenance of the QIAsymphony SP
and AS instruments.

Contains all configured process
parameters.

A set of instructions for the
QIAsymphony SP that allows the
instrument to perform automated
purification procedure.

Contains information about sample
racks or assay racks (i.e., rack type,
rack ID, sample volumes, and sample
IDs).

The cartridge information/reagent
definition files provide information that
is required for recognizing the different
reagent cartridges.

Data file that is generated for each
protocol or assay run that is performed
on the QIAsymphony SP/AS
instfruments.

A set of instructions for maintenance
procedures on the QIAsymphony AS.

A set of instructions for maintenance
procedure(s) on the QlAsymphony SP.

Contains information about the users
that have been configured and the
corresponding access rights.

Provides information that assigns
specific samples to Assay Control Sets
or Assay Parameter Sefts.

Default Maintenance
Config provided by
QIAGEN. Certain
adaptions by customer
possible.

Default process profiles
are provided by QIAGEN.

Provided by QIAGEN.

Can be automatically
generated by the
QlIAsymphony SP/AS
instruments, or can be
created and modified
manually.

Provided by QIAGEN.

The final result file is
generated by the
QlIAsymphony SP/AS
instruments when the
protocol has finished, or
when the assay run is
finished and the assays
have been removed.

Provided by QIAGEN.

Provided by QIAGEN.

Updated by the
QlAsymphony SP/AS
instruments whenever the
user configuration is
updated.

Can be generated by a
LIMS, or can be manually
generated.
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7.2 Using a USB stick with the QIAsymphony SP/AS instruments

The QIAsymphony SP/AS instruments have 2 USB ports enabling connectfion of USB
devices. The USB ports are at the front of the QIAsymphony SP in the lower left and lower
right corners.

A USB stick is supplied with the QlAsymphony SP. Only use the provided USB stick for
transfer of files between the instruments and a PC.

Note: Do not plug any devices in to USB ports other than the USB stick and handheld
scanner supplied with the QlAsymphony SP.

Plugging in the USB stick

Plug the USB stick into one of the USB ports at the front of the QlAsymphony SP.

The QIAsymphony SP will automatically recognize the USB stick.

Removing the USB stick

The USB stick can be removed by simply unplugging it from the USB port.

Note: Do not remove a USB stick when it is in use (e.g., during file fransfer). If the USB stick
is removed while in use, loss of data may occur. Please note that data transfer may take
some fime.
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7.3 Data fransfer via the USB stick

7.3.1  Sefting up the USB stick

Note: If you are using the QIAsymphony Management Console to synchronize your data,
the file/folder structure of the USB stick is set up automatically.

Set up the following file/folder structure on the USB stick:

/data/AssayControlSets/ Directory for Assay Control Sets
/data/AssayDefinitions/ Directory for Assay Definitions
/data/AssayParameterSets/ Directory for Assay Parameter Sets
/data/BioScripts/ Directory for protocols
/data/ConcentrationData Directory for concentration data files

Note: This folder (ConcentrationData) is required for instrument function but it is not
used with FDA cleared or approved nucleic acid tests.

/data/Config/Profiles Directory for process profiles

/data/Duration Directory for duration files

/data/Labware/AS Directory for QIAsymphony AS labware
files

/data/Labware/SP Directory for QIAsymphony SP labware
files

/data/config/Maintenance Directory for QIAsymphony

Maintenance config files
/data/iranslation Directory for QIAsymphony language
packs

Note: This folder (translation) is required for instrument function but it is not used
with FDA cleared or approved nucleic acid tests.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 181



/data/KitSpecifications

Directory for QlAsymphony AS kit
specifications

Note: This folder (KitSpecifications) is required for instrument function but it is not

used with FDA cleared or approved nucleic acid tests.

/data/QDefFiles

Directory for QlIAsymphony SP QDef files

Note: This folder (QDefFiles) is required for instfrument function but it is not used with

FDA cleared or approved nucleic acid tests.

/data/RackFiles/

/data/ReagentDefinitions

/data/ServiceScripts/AS/operator

/data/ServiceScripts/SP/operator

/data/ServiceScripts/AS/maintenance

/data/ServiceScripts/SP/maintenance

/data/Users/

/data/Worklists/

/log/

/log/AuditTrail

/log/CyclerExport

Directory for rack files

Directory for reagent cartridge
information

Directory for QlIAsymphony AS operator
service scripts

Directory for QlIAsymphony SP operator
service scripts

Directory for QlIAsymphony AS
maintenance scripts

Directory for QlAsymphony SP
maintenance scripts

Directory for user data

Directory for work lists

Directory for log files

Directory for log files

Directory for cycler files

Note: This folder (CyclerExport) is required for insfrument function but it is not used

with FDA cleared or approved nucleic acid tests.

/log/InstrumentReports/

Directory for insfrument report files
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/log/Loadinginformation/ Directory for loading information files

/log/Results/AS/ Directory for QlIAsymphony AS result
files

/log/Resulis/SP Directory for QIAsymphony SP result files

/log/StartBatchConfirmation/SP Directory for confirmation files

Note: This folder (StartBatchConfirmation/SP) is required for instrument function but
it is not used with FDA cleared or approved nucleic acid tests.

Data can be transferred from the USB stick to the QIAsymphony SP/AS instruments
(uploaded) and also from the QIAsymphony SP/AS instruments to the USB stick
(downloaded).

7.3.2 Transferring files from the QIAsymphony SP/AS to the USB stick

Note: File transfer of both QlAsymphony SP and QlAsymphony AS files is performed using
the File Transfer menu. For a summary of file types, see Section 7.1.

To store the data generated by the QIAsymphony SP/AS instfruments, you can transfer
files to the USB stick or via the QIAsymphony Management Console.

If you are using the QIAsymphony Management Console, refer to Sections 19 to 31 for
more deftails.

To transfer files from the QIAsymphony SP/AS instruments to the USB stick, follow the steps
below.

1. Login to the QlAsymphony SP/AS instruments. See page 175 for a summary of
which file types the “Supervisor” and “Operator” roles have access to fransfer.
2. Insert the USB stick into one of the USB ports at the front of the QIAsymphony SP.

3. Press File Transfer in the Tools screen. The In-/Output Files tab of the File Transfer
menu opens.
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~Save to

Log Files
Result Files
Confirmation Files
Loading Information
Cycler Files
Instrument Reports
Audit Trail Files
QDef Files

Rack Files

(~Transfer from USB stick———————————————————— Tools

Synchronize
files

E=

Delete OId Flles

!

i

Delete Q-Cards

‘ Concentration File

‘ Rack Files
Help
‘ Work Lists

QIAGEN

In-/Output Files tab of the File Transfer menu.

4. Select one of the file fransfer tabs (In-/Output Files, Process Files, Instr. Setup Files).
The following files can be transferred to the USB stick from the different talbs.

Tab

Files that can be transferred to the USB stick

In-/Output Files

Process Files

Instr. Setup Files

Log files

Result files

Confirmation files
Loading information files
Instrument Reports
Audit Trail files

Duration Files

Rack files

Work lists

Assay Confrol Sefs
Protocols
Assay Parameter Sefs

Assay Definitions

Configuration (there may be some entries that

are not visible to all users)
Process configuration profiles

Reagent definitions
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Tab

Files that can be transferred to the USB stick

sweto

Files used by Sample Preparation

Assay Control Sets
Protocols (Bloscripts)

Files used by Assay Setup

Assay Parameter Sets
Assay Definitions
Normalization Definitions

Synchronize
files hid

Users files

Maintenance Config.

Labware SP and AS files

Service scripts SP

Service scripts AS

(~Transfer from USB stick-

Synchronize
les

Assay Control Sets
Protocols (Bloscripts)

Assay Parameter Sets
Assay Definitions
Normalization Definitions

=l -

Tools

Backup
Protocols

00000
QIAGE!

N

Process Files tab.

Reagent Definitions.
Users
Maintenance Config

(~Transfer from USB stick

Reagent Definitions
Users
Maintenance Config
Language Packages

Kit Specifications
Process Config Profiles
Labware 5P
Scripts SP
Labware AS
Seripts AS
sychronize “ ‘ 7

Synchronize
files

Kit Specifications
Process Config Profiles
Labware SP
scripts SP
Labware AS
Scripts AS
No Yes

Tools

Help

e0000
QIAGEN

Instr. Setup Files tab.

Select the file type(s) to be downloaded to the USB stick by pressing the

appropriate button in the Save to USB stick panel.

Note: To save time, select more than one file type.
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9.

10.

Press the Transfer button in the command bar of the screen to transfer the selected
files to the USB stick.

A message appears informing you that the files will be transferred from the
QlAsymphony SP/AS instruments to the USB stick. Press Yes to confirm that the files
should be transferred.

During data transfer, an information message will be displayed.
After successful data transfer, a message will appear confirming data transfer.

Remove the USB stick.

Note: Do not remove the USB stick during data transfer otherwise loss of data may
occur.

7.3.3 Transferring files from the USB stick to the QIAsymphony SP/AS

Note: File transfer of both QlAsymphony SP and QlAsymphony AS files is performed using

the File Transfer menu. For a summary of file types, see Section 7.1.

You can transfer files from the QlAsymphony Management Console to the QIAsymphony

SP/AS instruments. Alternatively, if you are not connected to the network, you can transfer

files using the USB stick.

Transfer files from the USB stick to the QIAsymphony SP/AS instruments as follows:

1.

Copy the files to be uploaded to the corresponding directory on the USB stick. See
Section 7.3.1 for the folder structure on the USB stick.

Log in to the QIAsymphony SP/AS instruments. See Section 7 for a summary of which
file types the “Supervisor” and “Operator” user IDs have access to transfer.

Insert the USB stick into one of the USB ports at the front of the QIAsymphony SP.
Press File Transfer in the Tools screen to enter the In-/Output Files tab.

Select one of the file transfer tabs (In-/Output Files, Process Files, Insir. Setup Files).
The following files can be transferred from the USB stick from the different tabs.

Tab Files that can be transferred from the USB stick
In-/Output Files Duration Files

Rack files

Work lists
Process Files Assay Control Sets

Protocols
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Tab Files that can be transferred from the USB stick

Assay Parameter Sets
Assay Definitions

Instr. Setup Files Configuration (there may be some enfries that
are not visible to all users)
Process configuration profiles
Maintenance Config.
Reagent Definitions
Labware SP
Scripts SP
Labware AS
Scripts AS

6. Select the file type(s) to be uploaded to the QIAsymphony SP/AS instruments by
pressing the appropriate button(s) in the Transfer from USB stick panel.

Note: You can select more than one file type at once.

Important: Make sure that Synchronize files is set fo No.

|

(~Save to USB stick———————————————————— —Transfer from USB stick

Log Files
Result Flles
Confirmation Files
Loading Information
Delete OId Files
Cycler Files
nstrumen

i

i

Delete Q-Cards

Audit Trall Files
Concentration File
QDef Files.

Rack Flles
Rack Flles

— Work Lists
Work Lists
Synchronize T synchraflze V
files = files =
eecoe

Help

7.  When the first file type has been selected, the Transfer button becomes active.
Press the Transfer button to transfer all selected file types from the USB stick to the
QIAsymphony SP/AS instruments.

8. A message appears informing you that the files will be transferred from the USB stick
to the QIAsymphony SP/AS instruments. Press Yes fo confirm that the files should be
fransferred.

9. During data transfer, an information message will be displayed.

10. After successful data transfer, a message will appear confirming the data fransfer.
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11. Remove the USB stick.

Note: Do not remove the USB stick during data transfer otherwise loss of data may

occur.

7.4 Synchronization of files

Files stored on the QIAsymphony SP/AS instruments can be synchronized with files on the

USB stick.

e |[f the file already exists on the QIAsymphony SP/AS it will be overwritten.

e Files that exist on the QIAsymphony SP/AS instruments but do not exist on the USB

stick are deleted from the QIAsymphony SP/AS instruments.

e After synchronization the content of files of the same type that are stored on the

QIAsymphony SP/AS instruments and the USB stick are identical.

Users with “Supervisor” and “Operator” access rights are allowed to synchronize different

file types, as outlined in the table below.

"Operator” The "Operator” enables synchronization of the

following file types between the QlAsymphony
SP/AS instruments and the USB stick:

Rack files

Work lists

“Supervisor” The "Supervisor” enables synchronization of the

following file types between the QlAsymphony
SP/AS instruments and the USB stick:

Rack files

Work lists

Assay Confrol Sets

Protocols

Assay Parameter Sets

Assay Definitions

Process configuration profiles
Labware SP

Labware AS
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® Instrument Report files

7.4.1  Synchronizing files on QIAsymphony SP/AS with files on the USB stick

Files on the QIAsymphony SP/AS instruments can be synchronized with files on the USB

stick.

To synchronize files on the QIAsymphony SP/AS instfruments with files on the USB stick follow

the steps below:

1.
2.

N

Log in fo the QIAsymphony SP/AS instruments.

Prepare the USB stick with the files for synchronization. Store the files you want to
upload to the QIAsymphony SP/AS instruments in their corresponding folders on the
USB stick (e.g., a newly defined rack file in the folder /data/Worklists/).

Insert the USB stick into one of the USB ports at the front of the QlAsymphony SP.
Press File Transfer in the Tools screen to enter the In-/Output Files menu.

Select one of the file transfer tabs (In-/Output Files, Process Files, Insir. Setup Files).
For example, to synchronize work lists, select the In-/Output Files tab.

Select the file type(s) on the QlAsymphony SP/AS instfruments that should be
synchronized with the files on the USB stick by pressing the appropriate button(s) in
the Transfer from USB stick panel.
Note: You can select more than one file type at the same time. The number of file

types that can be selected by the user is limited by the user role.

Set Synchronize files to Yes by pressing the Yes button.
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(~Save to USB stick————————————— —Transfer from USB stick——————————————————— ( Tools

Reagent Definitions Reagent Definitions
Users Users

Maintenance Config Maintenance Config

Language Packages

Kit Specifications Kit Specifications
Process Config Profiles Process Config Profiles
Labware SP Labware SP
Scripts SP Scripts P
Labware AS Labware AS T
Scripts AS Scripts AS
= W) 7 () g
QIAGE!

N

8. Press the Transfer button in the command bar of the screen to synchronize the

selected files type(s).

9. A message appears informing you that the files will be synchronized. Check that
the information is correct. To continue with the synchronization, press Yes.

10. After successful synchronization, a message will appear confirming synchronization.
Press OK to continue.

11. Remove the USB stick.

Note: Do not remove the USB stick during data transfer otherwise loss of data may
occur.

12. Log out of the QlAsymphony SP/AS instruments (for more information, see Section
3.2.7).

7.4.2  Synchronizing files on the USB stick with files on QIAsymphony SP/AS

Files on the USB stick can be synchronized with files on the QIAsymphony SP/AS.

This means that files stored on the QIAsymphony SP/AS are transferred to the USB stick. If
the file already exists on the USB stfick it will be overwritten by the file from the

QIAsymphony SP/AS instruments. Files that exist on the USB stick but do not exist on the
QIAsymphony SP/AS instruments are deleted from the USB stick.
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To synchronize files on a USB stick with files on the QIAsymphony SP/AS follow the steps

below.

1.
2.

Log in to the instrument with the “Supervisor” user ID.

Prepare the USB stick for synchronization. Insert the USB stick into one of the USB
ports at the front of the QIAsymphony SP.

Press File Transfer in the Tools screen to enter the In-/Output Files fab menu.
Select one of the file transfer tabs (In-Output Files, Process Files, Insir. Setup Files).

Select the file type(s) that should be synchronized by pressing the appropriate
button(s) in the Save to USB stick panel.

Note: You can select more than one file type at once.

Set Synchronize files to Yes by pressing the Yes button.

‘ o _

(~Transfer from USB stick Tooh
Reagent Definitions ‘ Reagent Definitions
Users ‘ Users
Malntenance Config ‘ Maintenance Config
‘ Language Packages
Kit Specifications ‘ Kit Specifications
Process Config Profiles ‘ Process Config Profiles
Labware SP ‘ Labware SP
Scripts SP ‘ Scripts SP
Labware AS ‘ Labware AS Help
Scripts AS ‘ Scripts AS
e B - s
U “ L3 escoe

Press the Transfer button in the command bar of the screen to synchronize the
selected files.

A message appears informing you that the files will be synchronized. Check that the
information is correct. To continue with the synchronization, press Yes.

After successful synchronization, a message will appear confirming synchronization.

. Remove the USB stick.

Note: Do nof remove the USB stick during data transfer otherwise loss of data may
occur.

. Log out of the QIAsymphony SP/AS instruments (for more information, see Section

3.2.7).
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7.5 Deleting files

Different tools can be used to delete files from the QlAsymphony SP/AS instruments. We
recommend using the File Transfer fool of the QlAsymphony Management Console.

If the QIAsymphony SP/AS is not connected to the network, there is a method for deleting
all input and output files, except log files (Section 7.5.1), and a method for deleting alll
other files (Section 7.5.2).

7.5.1  Deleting input and output files from the QIAsymphony SP/AS

The user will be nofified when the QlAsymphony SP/AS instruments are short of storage
space for output files (i.e., result, rack, work list, insfrument report and loading
information).

All input and output files, except log files, can be deleted from the QlAsymphony SP/AS
instruments using the touchscreen. Follow the steps below to delete files older than 10
days. This time period is the default setting and can be adjusted upon request by QIAGEN
Field Service Specialists.

To delete these files, follow the steps below.

1. Press File Transfer in the Tools screen.

2. Select the In-/Output Files tab.

(~Save to USB stick ———————————————————————— (~Transfer from USB stick

Log Files
Result Flles
Confirmation Files
Loading Information
Delete Old Files
Cycler Files .

Audit Trall Files
‘ Concentration File
QDef Files

‘ Rack Files

Rack Files Help
‘ Work Lists

Work Lists

Synchronize Synchronize
files e files e
escoe

Tools
———

3. Press Delete Old Files in the command bar of the screen. The following message
appears.
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4.

After the files have been successfully deleted, a message will appear confirming the

@ All result, rack, work list, instrument report, loading information, and cycler files older than 10 day(s) will be
deleted. Do you want to proceed?

Press Yes to delete the old files.

deletion. Press OK to confirm the message.

7.5.2

If your QIAsymphony SP/AS is not connected to the network, use the synchronize function
if you need to delete file types other than input and output files from the QlAsymphony
SP/AS. With the synchronize function you can delete the file types in the table in Section

7.4.

The following example guides you through the steps required to delete some of the Assay

Deleting other files

Control Sets from the QIAsymphony SP/AS.

1.
2
3.
4
5

Delete all Assay Control Sets saved on the USB stick in data/AssayControlSets.

Log in to the instruments with the “Supervisor” user ID.

Insert the USB stick into one of the USB ports at the front of the QIAsymphony SP.

Press File Transfer in the Tools screen.

Select the Process Files tab.

(~Save to USB stick-

Files used by Sample Preparation

Protocols (Bloscripts)

Files used by Assay Setup

Assay Parameter Sets
Assay Definitions

Normalization Definitions

Synchronize
WS “ -

Synchronize
files

(~Transfer from USB stick

‘ Assay Control Sets
‘ Protocols (Bloscripts)

‘ Assay Parameter Sets
‘ Assay Definitions

‘ Normalization Definitions.

=l -

Help

eee0e
QIAGEN
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6.

14.
15.

16.

17.
18.
19.

Select Assay Control Sets by pressing the Assay Control Sets button in the Save to
USB stick panel.

Important: Make sure that Synchronize files is set to No.
Press the Transfer button in the command bar on the right side of the screen.

A message appears informing you how many files will be transferred from the
QIAsymphony SP/AS instruments fo the USB stick. To confinue with file transfer, press
Yes.

After successful data transfer, a message will appear confirming data transfer.

Remove the USB stick.

. Connect the USB stick to a PC.

. Delete the Assay Control Sets that should be removed from the QlAsymphony

SP/AS instruments. Access the files on the USB stick using Windows® Explorer or the
QIAsymphony Management Console.

. Insert the USB stick into one of the USB ports at the front of the QIAsymphony SP

again.
Press File Transfer in the Tools screen.

Select the Process Files tab.

| S I ‘ ‘ R _

(~Save to USB stick————————————————————— ~Transfer from USB stick———————————————————— Tools

Files used by Sample Preparation

Backup

Assay Control Sets L

Protocols (Bloscripts) | protocots (oscripts)
Files used by Assay Setup

Assay Parameter Sets ‘ Assay Parameter Sets

Assay Definitions ‘ Assay Definitions

Help
Normalization Definitions | Normatization pefnitions

Synchronize Synchronize

fles Yes M Yes
00000
QIAGEN

Select Assay Control Sets as the file type by pressing the Assay Control Sets button

in the Transfer from USB stick panel.
Set Synchronize files to Yes by pressing the Yes button.
Press the Transfer button in the command bar on the right side of the screen.

A message appears informing you how many files will be deleted from the
QIAsymphony SP/AS instruments. To continue, press Yes.
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20. After the files have been successfully deleted, a message will appear.

21. Remove the USB stick.

22. Log out of the QIAsymphony SP/AS instruments (for more information, see Section

3.2.7).

7.6 QIAsymphony SP result file

Result files are generated for each elution rack. When the elution rack is removed from

the “Eluate” drawer, the corresponding result file is generated and can be downloaded

from the QlAsymphony SP/AS instruments.

The file name is created automatically with the following nomenclature:

YYYYMMDDHHMMSS_ElutionRackiD.HTM

YYYYMMDDHHMMSS_ElutionRackiD.XML

When downloading the result files, the *.htm and *.xml files are available as zipped (*.zip)

files on the USB stick.

When using the File Transfer tool, these files will be automatically unzipped.

Result file content

General information
Elution rack ID
Elution rack type
Elution slot number

Overall status check

File
Start time
End time

ID of the elution rack used.
Type of the elution rack used.
Number of the elution slot used.

“Passed” if all samples have been processed
correctly. “Unclear”, if at least one sample is
unclear, but there are no invalid samples.
“Failed" if samples have not been processed
correctly.

Name of the *.xml result file.

The time at which processing of the first batch
started.

The time at which processing of the last batch
finished.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

195



Eluate removed

QIAsymphony SP serial
number

Software Version

Process Configuration Profile

Reagent rack information
Reagent Rack Number

Reagent Rack Slot

Homogeneity check

Reagent Rack Description

Reagent Cartridge Lot
Number

Enzyme Rack Lot Number

Expiration Date

Reagent information

Position

Buffer

Lot Number
Quantity
Expiration Date

Expired

Time at which the elution rack was removed.

Serial number of the QlAsymphony SP on which
the run was executed.

Current software version.

The process configuration profile that was used
when the batch was processed. See Section 4.3
for details about process configuration profiles.

Number of the reagent rack used (i.e., 1, 2, or 3).
Number of the reagent rack slot used.

Note: In case that the buffer bottle is exchanged,
the number is incremented. This means, in this
case the number does not identify the slot.

“Passed"” if the lot numbers/IDs of the reagent
rack and enzyme rack are matching. “Failed” if
they do not match.

Description of the reagent rack used.

Lot number of the reagent cartridge used.

Lot number of the enzyme rack used.

Expiration date of the reagent rack.

The index of the reagent (i.e., 1, 2, or 3).
Name of the buffer.

Lot number of the reagent.

Volume of reagent used.

Expiration date of the reagent.

"Yes" if the reagent has expired. “No" if the
reagent has not expired.
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The reagent information is listed for each reagent that is listed in the inventory before the

start of the batch.

Batch information
Batch ID
Assay Control Set
Protocol name
User

Batch queuing fime

Start Time

End Time

Sample Rack Slot

Carrier type

Sample Rack ID

Internal control information
IC
Bar code
Assay Control Set

Tube position (labware)

Position/Level detection

Time

Message ID

Batch ID generated by the QlAsymphony SP.
Name of the Assay Control Set.

Name of the protocol used.

Name of user who queued the batch.

Date and time at which the batch was queued
by the user.

Date and time at which the batch was started
by the user.

Date and time at which processing of the batch
finished.

The sample rack slot used. Number 1-4 for the
fube carrier.

Type of carrier (i.e., "Tube" if a tube carrier was
used).

ID of the sample rack.

Name of the internal control.
Bar code of the internal conftrol.
Name of the Assay Confrol Set.

Position of the internal control (IC) tube in the IC
carrier, and the tube type.

Internal control position and aspiration mode for
liquid-level detection: "C"=capacitive,
“P"=pressure, "N"=none.

Creation time.

ID of the message.
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Message Message text.

Command Defines the protocol command affected by the
message.

The internal confrol information is listed for each internal control that is used during

processing.

Assay control set information

In addifion, information for each Assay Control Set that was used for processing is listed.

Batch ID ID of the batch that uses the ACS.

Assay Control Set Name of the ACS; each ACS is mentioned only
once per batch.

ACS authentic Specifies if the assay control set is a genuine
QIAGEN-ACS:

e "“QIAGEN file" if itis a genuine ACS
e "Custom file” otherwise
IC Name of the IC that was used by the ACS.

Bar code ID of the IC (bar code from IC fube).
The following user actions are listed in the messages table:

e manual changes fo sample bar codes
® pause
e confinue

e stop

“Sample" table information
Sample ID ID of the sample.

Labware Input labware type. The carrier type is “Tube”. In
case of tube carriers, the labware of the tubes is

shown.
Input position Name of the input position.
Type Indicates the sample type, i.e., sample or

extraction conftrol.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

198



Liquid-level detection

Output position
Assay Confrol Set

Reagent rack (beads +
reagents)

Regent rack (enzymes)

IC tube position/Liquid-level
detection

Eluate volume

Minimal eluate volume

Initial elution volume

Validity of result

Aspiration mode for liquid-level detection:
“"C"= capacitive, "P"= pressure, "N"= none.

Name of the output position.
Name of the Assay Control Set.

Number of the reagent rack for beads and
reagents.

Number of the reagent rack for enzymes.

Internal confrol position and aspiration mode for
liquid-level detection:

e '"C"=capacitive

e '“P"=pressure

e “N"=none

Indicates the elution volume. Depending on the
protocol, this field may or may not appear. If the
elution volume is in bold font, the elution volume
was defined by the user.

Indicates the minimum elution volume in the
elution rack at the time of transfer. Depending
on the protocol, this field may not be shown. If
this field is in bold font, the elution volume was
defined by the user.

The initial volume of buffer. This field is displayed
depending on the protocol.

“valid”, "unclear”, “invalid”. If sample is
“unclear” or “invalid”, error codes are listed.

The sample information is listed for each sample that is processed.

“"Work list"” table information (optional)

Work list

Lists name of used work list.
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Abbreviations

N Sample

EC+ Positive extraction confrol
EC- Negative extraction conftrol
C Capacitive

P Pressure

N None

Temperature information

Batch Batch ID.
Lysis temperature Status information of the lysis temperature: “OK"
or “not OK".

Cooling position temperature  Status information of the cooling position
temperature: "OK", “not OK", “disabled” or “not
required”.

The temperature information is listed for each batch that is processed.

Deletion of result files

The user will be notified when the QlAsymphony SP is short of storage space for result files.
The user can then choose to delete files older than 10 days from the instruments. For more
information, see Section 7.5.1.

The validity of result files can be checked using a Checksum Validator tool. This tool is
part of the QlAsymphony Management Console. For detailed information, see Section
23.

Sample status
Samples are classified in one of three ways.

e ‘valid" — the sample was processed correctly.
Note: Pipetting performance is not monitored.

e ‘“unclear” —if the run was paused, the samples will be generally classified as
“unclear”. Furthermore, unclear classification is possible in some cases where
insufficient sample volume is available or the cooling temperature is out of range.

Note: Pausing a run will result in all samples being flagged as “unclear”. For FDA
cleared or approved nucleic acid tests, Rotor-Gene AssayManager will invalidate all
“unclear” samples.
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e ‘“invalid" — a serious error occurred during sample processing (e.g., the run may
have stopped and could not be continued).

If a sample is classified as “invalid”, it will not be processed further. The sample will be
removed from the sample prep cartridge and fransferred to the liquid waste container.

Note: If the elution rack has not been removed from the “Eluate” drawer, sample
classifications can be viewed in the Sample View screen of the Sample Preparation
menu. After the elution rack has been removed, sample classifications are documented
in the result file.

7.7 QIAsymphony AS result file

A result file is generated for each assay run. It contains all information about the defined
assay run and its parameters. For further details about the content of a result file, see the
tables below.

A preliminary version of the result file is generated during the assay run. When the run is
removed from the "Assays” drawer (see Section 13.3.4 for details about how to do this),
the final version of the result file is created. The result file can then be downloaded from
the QlAsymphony SP/AS instruments.

The filename is generated automatically with the following nomenclature:
ResultFile_YYYYMMDD_HHMMSS_RunID.HTM

ResultFile_YYYYMMDD_HHMMSS_RunID.XML

When downloading the result files, the *.ntm files are available as zipped (*.zip) files on
the USB stick. When using the File Transfer tool, these files can be transferred individually
and will be automatically unzipped.

Preliminary files are available as *.htm files. The file name contains the suffix _preliminary.

Note: Asingle result file is generated for each assay setup run for AS batches in integrated
mode. Therefore, each result file can contain information about up fo 2 sample racks
and more than one Assay Parameter Set.

Note: When performing an integrated run, one result file is generated for each AS batch.
The "Sample rack ID" in the QIAsymphony AS result file is identical to the “Elution rack ID"
in the corresponding QIAsymphony SP result file and in its file name. The run time and
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date in the AS result file and in the SP result file should be the same. If samples are
classified as “invalid” or “unclear” in the QlAsymphony AS result file, the corresponding
QIAsymphony SP result file will provide more information about the validity of the result.

Note: Preliminary result files contain the comment “This is a preliminary result file. It will be
overwritten with the final result file, when the last output plate is removed. Please note
that final status information may deviate from preliminary status. For final sample
assessment please use final result file”. The comment is highlighted in yellow. Preliminary
result files are for information and froubleshooting only and cannot be transferred to
Rotor-Gene AssayManager.

Result file content

General information

User Name of user who defined the run.

Role Role of the user who assigned the run (i.e.,
“"Operator” or “Supervisor”).

Run ID Run ID generated by the QIAsymphony AS.

Overall status check General information about the run status. If
“Passed"” is displayed, the run (including SP run
for Infegrated run) was successful. “Unclear” is
displayed if at least one sample is unclear, but
there are no invalid samples. “Failed” is displayed
if errors occurred during the run. See Section 14
for more details about errors.

Start time (yyyy-mm-dd Time at which the AS run was started.
hh:mm:ss)

End time (yyyy-mm-dd Time at which the AS run (for Integrated run)
hh:mm:ss) ended. This is defined as the time at which the

last sample was transferred to the assay rack.

Duration (hh:mm:ss) Duration of the AS run (for Integrated run).
QlAsymphony AS SN Serial number of the QIAsymphony AS.
Software Version Current software version.

Process Configuration Profile Configuration profile that was used when
defining the run.
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Loading file

Result file

Reagent information
Kit bar codes
Assay

Bar code

Product No.

Lot. No.
Expirafion date

Status

Accepted

Assay information
Sample rack information
Sample rack ID

Slot

Rack type

Adapter type

File name of the *.xml loading information file.

File name of the *.xml result file.

Name of the selected Assay Parameter Set.

Kit bar code for the used assay. QIAGEN bar
code must be entered, providing information
about lot number and expiration date.

The product number of the QIAGEN kit is
displayed.

Lot number of the used kit.
Expiration date of the used kit (mm/dd/yyyy).

“"OK" indicates that the kit had not passed the
expiry date.

“n/a” indicates that expired kits were not used.

ID of the sample rack used.

Position of the sample rack in the "Eluate and
Reagents” drawer. This can be slot 1 or 2.

Note: In an Integrated run, this can only be slot 2.

Name of the selected rack type.

Name of the required adapter for the selected
rack type. For a list of applicable adapters

please see the Instructions for Use (Handbook) for

the assay you are using.
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Rack file status

Assay rack information
Assay rack ID

Slot

Rack type

Adapter type

Name of the rack file and the status of the
system-generated rack file for the sample rack is
displayed here. “Signature valid” indicates that
the rack file was created by the QIAsymphony
SP/AS instruments, “Signature invalid” indicates
that the rack file was manually modified, or
“Signature unsigned” indicates that the rack file
was not created by the QlAsymphony SP/AS
instruments, or that the signature was removed. If
not used a rack file: “created".

ID of the assay rack used.

Position of the assay rack in the *Assays” drawer.
This can be slot 4, 5, or 6.

Name of the selected rack type.

Name of the required adapter for the selected
rack type. For a list of applicable adapters
please see the Instructions for Use (Handbook) for
the assay you are using.

Detailed information for Assay Rack X on Slot Y

Dest. Pos.
Sample ID

Type

ICSP

Destination position of a specific template.
ID of the sample.

Defines the type of sample. For further details,
see "List of abbreviations” in this section.

If the type was changed automatically (e.g., for
2-step PCR), also indicates the original sample
type.

Name of the internal control (IC) that was used
during sample preparation on the QIAsymphony
SP. This is based on information defined in the
rack file, for further details see Section 7.11.
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Source slot

Source pos.

Assay

Work list

MM transfer

Template transfer

Validity AS result

Abbreviations
AC
EC+
EC-
IC
n/a
NTC
NTC+IC

Source slot of specific template (i.e., slot 1, 2, or
3).

Source position of a specific template.

Name of the selected Assay Parameter Set (APS)
for a specific template.

Index of the work list used. If a work list was not
used, “n/a” is displayed in this field. A table
below this one assigns an index fo each used
work list.

Shows whether the master mix (MM) was
transferred to a specific position. *Done”
indicates that the master mix fransfer was
successful. “-" indicates that a problem occurred
during master mix fransfer.

Shows whether the template was transferred to a
specific position. “Done” indicates that template
transfer was successful. “-" indicates that a
problem occurred during template fransfer.

Shows the validity of an assay run for each assay
position (i.e., “valid”, *unclear”, or “invalid”). See
“Sample status”, page 209 for more information.

“"Removed"” if assay point was removed without
replanning the batch (only possible in integrated
run).

Assay control

Positive extraction confrol
Negative extraction confrol
Intfernal control

Not applicable

No template control

No template confrol containing master mix with
internal control
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NTC-IC

S
Std

Slot temperature profiles

No template control containing master mix
without internal conftrol

Sample

Assay standard

Slot temperature profiles are listed only, if a femperature violation was detected.

Time

Slot x

Time span information

Time at which the temperature was
documented.

Temperature of the specific slot. X defines the slot
number.

Time span information is listed for the different steps of assay setup for each assay that is

set up during a run.

Start
End

Duration (hh:mm:ss)

Max. allowed duration
(hh:mm:ss)

Creation of master mix

Reagents on instrument slot X

Run

Sample loaded

Start time of the step in the assay run.
End time of the step in the assay run.

Time taken for a particular step within the assay
run.

Maximum duration of an assay run. This is defined
in the assay definition. If “n/a” is displayed this
indicates that there is no maximum duration
defined in the assay definition.

Time taken from the transfer of the first reagent to
the transfer of the last reagent.

Time taken from pressing of Load button until
fransfer of last reagent to master mix.

Total duration of the assay setup run.

Time taken from pressing of Load button unfil
fransfer of first sample.

Note: In case of integrated run, this time span is
not shown, since the rack is loaded
automatically by the transfer module.
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Transfer of master mix

Transfer of samples

Waiting time until unloading,
rack X

Assay parameter information

Time from the fransfer of the master mix to the
first assay position fo the last assay position.

Time from the transfer of the first sample to the
fransfer of the last sample.

Measured from the last transfer to assay rack X to
the removal of the run.

The “Assay parameters” section provides information about the following assay

parameters:

APS format version

APS version

Last change

Author

APS authentic

Number of samples,
excluding controls

Assay definition
AD version

AD authentic

Cycler group

Version of the * xml structure of an Assay
Parameter Set.

Assay Parameter Sef version.

Date that the Assay Parameter Set was last
modified (yyyy/mm/dd).

Name or role of the user that created the Assay
Parameter Set.

“"Custom file” indicates that the Assay Parameter
Set was modified by a user and is not intended
for use with FDA cleared/approved nucleic acid
tests. “QIAGEN file” indicates that this is an
original file from QIAGEN and has not been
modified by a user.

Number of samples, not including assay controls.

Name of the Assay Definition.
Version of the Assay Definition.

“"Custom file” indicates that the Assay Definition
was modified by a user. "QIAGEN file” indicates
that this is an original file from QIAGEN and has

not been modified by a user.

Name of the cycler group to which the assay
definifion refers.
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Template volume (ul)

Master mix volume (ul)

Pattern based positioning

Assay parameters
Replicates, samples
Replicates, EC+

Replicates, EC-

Assay-specific IC in samples

Number, assay positive
confrols

Replicates, assay positive
confrols

Replicates, assay no template
controls (with MM+IC)

Replicates, assay no template
controls (with MM-IC)

Number, assay standard
Replicates, assay standard

Ready-to-use master mix

Detailed run information

Template volume used for each assay position.

Volume of master mix used for each assay
position.

“Yes" is only shown if Assay Parameter Set defines
a user-defined output pattern.

Note: Not relevant for FDA cleared or approved
nucleic acid tests.

Number of sample replicates.
Number of positive exiraction control replicates.

Number of negative extraction control
replicates.

Indicates whether an assay specific internal
conftrol is present in samples. “Yes" indicates that
there is an assay specific internal control in
samples. “No" indicates that there is no assay
specific internal control in samples.

Number of assay positive controls.

Number of replicates of assay positive controls.

Number of replicates of no tfemplate controls
with master mix and internal control.

Number of replicates of no tfemplate controls
with master mix and without internal control.

Number of assay standards.
Number of replicates of assay standards.

“No" indicates that a ready-to-use master mix
was not used.
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This section lists any errors that may have occurred during the assay run. See "Instrument

Troubleshooting", Section 14, for more details about errors.

Sample status

Samples that are processed on the QIAsymphony AS are classified as “valid”, "unclear”,
or “invalid”, and are color coded according to their state in the QIAsymphony AS result

file.

“valid" (green)
[2]: S

“unclear”

(yellow)

unclear, 21115

sinvalid” fred)

“Removed”

Note: If the assay rack has not been removed from the “Assays” drawer, sample states
can be viewed in the Sample View screen of the Assay Setup menu. After the assay rack

The sample was processed correctly.

If the run was paused, the samples will be generally classified
as “unclear”. Furthermore, unclear classification is possible in

some cases where insufficient sample volume is available or

the cooling femperature is out of range.

A serious error occurred during sample processing (e.g., the run
stopped and could not be continued). An “invalid” sample
cannot be processed by the QlAsymphony AS and cannot be
assigned to an Assay Parameter Seft.

If SP batch was removed from integrated run, related assay
points are marked as removed.

has been removed, sample states are documented in the result file.

7.8 Loading information file

After queuing a run in the “integrated setup” screen the loading information file will be
created and can be printed. The loading information file contains detailed information
about required reagents, sample rack(s), assay rack(s), and disposable filter-fips for

setting up an assay run on the QlAsymphony AS.

The filename is generated automatically with the following nomenclature:

Loadinglnformation_YYYYMMDD_HHMMSS_Run ID.htm

Loadinginformation_YYYYMMDD_HHMMSS_Run ID.xml

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

209



When downloading a loading information file, the *.htm and *xml file are available as
zipped (*.zip) files on the USB stick. When using the File Transfer tool, these files will be

automatically unzipped.

Content of loading information file

General information
User

Role

Date (yyyy mm-dd)
Run ID
QlAsymphony AS SN

Loading file

Reagent information

Adapter

Slot

Assay
Assay definition

Reagent

Conc.

Volume (ul), required

Tube type

Name of user who defined the run.

Role of the user who assigned the run (i.e.,
“"Operator” or “Supervisor”).

Date of run.
Run ID generated by the QIAsymphony AS.
Serial number of the QIAsymphony AS.

File name of the *.xml loading information file.

Name of the required reagent adapter. For a list
of applicable adapters please see the
Instructions for Use (Handbook) for the assay you
are using.

Position of the reagent adapter on the “Eluate
and Reagents” drawer. This could be slot 1 or slot
3.

Name of the Assay Parameter Set.
Name of the Assay Definifion.

Reagent names as defined in the Assay
Definition.

Concentration of specific reagents such as assay
standards.

Volume of reagent(s) that must be available on
the worktable before starting an assay run.

Required consumables for holding reagent(s) on
the worktable.
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Pos.

Sample rack information
Sample rack ID

Slot

Rack type

Category

Adapter type

Rack file status

Assay rack information
Assay rack ID

Slot

Rack type

Adapter type

Plasticware

Position of reagent tube(s) on the reagent
adapter.

ID of the sample rack used.

Position of the sample rack in the "Eluate and
Reagents” drawer. This will be slot 1.

Name of the selected rack type.

Name of the category to which the rack type
belongs.

Name of the required adapter for the selected
rack type. For a list of applicable adapters
please see the Instructions for Use (Handbook) for
the assay you are using.

If no rack file was used, the field contains the
value “created”. When a rack file was used, the
field displays the rack file name and the status of
the input rack file's signature (“signed” or
“manually created or imported”). Additionally, if
the user has manually changed the volume of a
rack file position and the state is not “signed”, the
status text is enhanced with the string “modified
by user on the touchscreen”.

ID of the assay rack used.

Position of the assay rack in the *Assays” drawer.
This can be slot 4, 5, or 6.

Name of the selected rack type.

Name of the required adapter for the selected
rack type. For a list of applicable adapters
please see the Instructions for Use (Handbook) for
the assay you are using.

Number of strip tubes that must be loaded into
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the defined positions.

Tip information

Tip type Tip types used for the run. These can be 50, 200,
and/or 1500 ul.

Required tips Number of tips of a specific type that are
required for arun.

Notes

This section lists things that must be done or checked before starting a run.
e Empty tip waste
e Provide tip disposal bag (waste bag)

e Install tip chute

QIAsymphony AS instrument layout

Eluate + Reagent Aszzays
Slot 1 Slot 4
Slot 2 Slot &
Slot 3 Slot 8
Tips Tips Tips Tips Tips
il 2 3 8 a
Tips Tips: Tips Tips Tips
4 = (i ] 12

Important: For FDA cleared or approved nucleic acid tests, use tip rack positions 1, 2, 3,
7.8, and 9 in the QIAsymphony AS drawers.
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Deletion of loading information files

The user will be nofified when the QlAsymphony SP/AS instruments are short of storage
space for loading information files. For more information about delefing files, see Section
7.5.

7.9 Audit trail files

QIAsymphony SP/AS creates an audit trail file where all relevant events and user actions
are permanently stored. A unique audit trail file is created for each day. The audit frail
file stores all events that create, modify or delete electronic records.

In detail, the following events are stored:

e Userlogin (successful/unsuccessful) and logout

e Every user action that creates, modifies, and deletes data, user data, system
configuration, reports, archives and result files

e Upload/download of files (e.g., Assay Definitions, Assay Parameter Sefts, labware
files, efc.) to QIAsymphony

® Execution of maintenance scripts
e Acknowledgement of tasks in the maintenance scheduler
e Start and end of runs

Audit trail files are automatically generated and saved on QlIAsymphony SP/AS
insfruments in * xml format in the folder directory /log/AuditTrail.

Naming convention
File names are created automatically with the following nomenclature:
AuditTrail_Instrumentname_YYYYMMDD_HHMMSS.html

AuditTrail_Instrumentname_YYYYMMDD_HHMMSS .xml

When downloading audit trail files, the *.html and *.xml files are available as zipped (*.zip)
files on the USB stick. When using the File Transfer tool, these files will be automatically
unzipped.

Content of audit trail file

Timestamp Date and time of event in format yyyy-MM-dd
hh:mm:ss.
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Action
UserlD

Device type

Description of the relevant event.
Name of the user during the event.

QlIAsymphony SP or QIAsymphony AS.
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Event name Category of the event (e.g., login event, QMC
file fransfer event, etc.).

To ensure the integrity/validity of audit trail files, these files are signed automatically with
a digital signature. The validity of audit trail file signatures can be checked using the
Checksum Validator tool, which is part of the QIAsymphony Management Console
(QMC). For detailed information, see Section 23 and the QIAsymphony Management
Console User Manual.

Instrument Report

Audit trail files are part of the instrument report. When the user generates an instrument
report for support purposes, the audit trail files are included in the report.

Deleting audit trail files

A user with the "Supervisor” role can delete audit trail files from the device using the QMC
File Transfer tool (see Section 22).

7.10 Work list files

Work list files are designed to reduce manual editing during run definition. They enable
automatic assignment of samples to Assay Parameter Sets. Work list files can be
generated by a Laboratory Information Management System (LIMS) or manually by the
user. The “Work list tool” is available for download from
www.giagen.com/qgsrggmdxusivd. The versions supported by Microsoft® Windows® and
Office are listed on this web site. This Microsoft Excel® tool enables work lists to be created
quickly and easily. Work lists can be saved in *.xml format, which is compatible with the
QlAsymphony SP/AS instruments.

If a sample ID matches a sample ID that is defined in a work list file, the assigned Assay
Parameter Set will be preselected in the software. If a sample ID is associated with more
than one work list, and these work list files are associated with incompatible Assay
Parameter Sets, the user will need to resolve this on the touchscreen.

Work list files must be created as tab delimited text files (*.txt or *.csv) in a text editor
(e.g.. Notepad or Microsoft Excel), or using the Work list tool for Microsoft Excel that is
available for download from the Resources tab af www.qiagen.com/qsrggmdxusivd.
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Before the work lists can be transferred to the QlAsymphony SP/AS instruments they must
be converted to *.xml format (see “"CSV Conversion Tool”, Section 24, for details about
how to do this).

Work lists that are in *xml format can be fransferred to the QIAsymphony SP/AS
instruments using a USB stick or the File Transfer tool and Auto Transfer tool of the
QIAsymphony Management Console (see Section 22 and Section 25 for more details).
Work list files are saved as *xml files on the QIAsymphony SP/AS instruments in the
directory /data/Worklists.

Note: Using Default Profile 1, work list files expire after 1 day. Expired work lists cannot be
used and will be automatically deleted by the system.

Work list configuration parameters

A number of work list parameters determine how the QIAsymphony SP/AS instruments
handle work lists. These parameters are displayed in the General Process and Process SP
3 tabs of the Configuration menu.

Work list parameters in the General Process tab:

e Number of days for which a work list is valide

e Allow information for single samples in work lists to be overwritten?

Work list parameters in the Process SP 3 tab:

e Allow processing of samples without a work list entry?

e Allow combination of multiple work lists for one batch?

e Allow partial use of work listse

e Warn, if sample sequence differs from work list entry sequence?
e Check sample tube type required by work liste

® Check elution rack ID required by work list?

Creating work list files

We recommend creating work list files using the Work list tool that is available for
download from the Resources tab at www.qiagen.com/qsrggmdxusivd. This fool enables
users to quickly and easily create work list files that can be saved in *.csv or *.xml format.

Work list files can also be created in text editors (e.g., Notepad or Microsoft Excel). A tab
delimited text file, created in a text editor, must have the layout in the following table to
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enable it to be converted into *.xml format. Each row in the table represents one line in
the text file. In addition, see the examples (page 218) for the layout of a work list file
created in Notepad, and the layout of a work list file created in Microsoft Excel.

The tab delimited text file must have the same field delimiter that is configured in the CSV
Conversion tool of the QIAsymphony Management Console. The recommended
delimiteris “;". This delimiter is also the default delimiter in Microsoft Excel.

Note: Text is case sensitive. Blank lines will be ignored by the conversion. Blanks within a
line should only be used if they belong to a name or attribute.

Row 1 —FileType;Worklist;1 Specifies the file type. This is
required for the CSV Conversion
tool.

Row 2 — Table;Worklist Specifies the next table. This is
required for the CSV Conversion
tool.

Row 3 —SamplelD; AssayControlSetName; Specifies the table headers.
AssayParameterSetName;RequiredSPSample  Defines what information must be
TubeType;RequiredSPElutionRackIiD entered intfo which column.

Note: The column
“"RequiredSPSample
TubeType” is not applicable.

Note: The column
“RequiredSPElutionRackiD" is not
applicable.

Row 4 — Sample IDs and the associated Specifies which Assay Control Set

Assay Confrol Sets and Assay Parameter Sets  (may remain empty for integrated

are listed. run) and Assay Parameter Sefs
should be used to process a
sample. Each row defines one
sample.

Note: For consumables and rack types, the names defined in the software must be used.
Please refer to the assay Instructions for Use (Handbook) for a list of applicable
consumables and rack type names.
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Work list file created with Notepad

File Edit Format View Help
FileType;worklist;1

Table;worklist;
sampleID; AssayControlSetName; AssayParameter SetName
1;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5)
2;cellfree200_v3 default IC;OnesStep_RT-PCR 96 (45+5)
3;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5)
4;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5)
5;Cellfree200_v3 default IC;Onestep_RT-PCR 96 (45+5)
6;Cel1free200_v3 default IC;OneStep_RT-PCR 96 (45+5)
7;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5)
8;Cellfree200_v3 default IC;Onestep_RT-PCR 96 (45+53)
9;Cel1free200_v3 default IC;OneStep_RT-PCR 96 (45+5)
10;Cellfree200_v3 default IC;Onestep_RT-PCR 96 (45+5) v1
EC+ 1;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5) vl
EC- 1;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5) vl
11;cellfree200_v3 default IC;Onestep_RT-PCR 96 (45+5) v1
12;cellfree200_v3 default IC;Onestep_RT-PCR 96 (45+5) v1
13;cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5) V1
14;cCellfree200_v3 default IC;Onestep_RT-PCR 96 (45+5) v1

V1

vi

ESERRRRER

15;Cel1free200_v3 default IC;OneStep_RT-PCR 96 (45+5)
16;Cellfree200_v3 default IC;OneStep_RT-PCR 96 (45+5)
1;;:;QuantiFast Probe RT-PCR 96 (15+10) vi1
2;;QuantiFast Probe RT-PCR 96 (15+10) vl
3;;qQuantiFast Probe RT-PCR 96 (15+10) v1

A ns

s naRtiract Deahka BT RER A0y

Work list file created with Microsoft Excel

A B =
FileType Worklist @

1

2

3
|

)

6 Table Worklist

7 SamplelD AssayControlSetName AssayParameterSetName

8 1 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
2 2 Cellfree200_v3 default IC OneStep_RT-PCR 96 (45+5) V1
10 3 Cellfree200_v3 default IC OneStep_RT-PCR 96 (45+5) V1
11 4 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
12 5 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
13 6 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
14 7 Cellfree200_v3 default IC OneStep_RT-PCR 96 (45+5) V1
15 8 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
16 9 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
17 10 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
18 |[EC+1 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
19 EC-1 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
20 11 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
21 12 Cellfree200_v3 default IC OneStep_RT-PCR 96 (45+5) V1
22 13 Cellfree200_v3 default IC OneStep_RT-PCR 96 (45+5) V1
23 14 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
24 15 Cellfree200_v3 default IC OneStep_RT-PCR 96 (45+5) V1
25 16 Cellfree200_V3 default IC OneStep_RT-PCR 96 (45+5) V1
26 1 QuantiFast Probe RT-PCR 96 (15+10) V1
o 2 el MNuian#iCart NrahA DT NCED Q& (15010 VW

Note: Be sure to include the specifier “1", highlighted in the red circle. The CSV Conversion
fool requires this numeric specifier for recognition of the work list file.

Note: For infegrated runs the " AssayControlSetName™ column can remain empty.
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7.11 Rack file

Rack files contain information about elution racks or assay racks (i.e., rack type, rack ID,
sample ID, sample type, sample volumes, assay volumes). Rack files can be generated
automatically by the QIAsymphony SP/AS instruments (e.g., for elufion racks processed
on the QIAsymphony SP). The unique rack ID of a sample or assay rack enables the
QIAsymphony SP/AS instruments to identify the corresponding rack file. When the rack ID
is entered, the QIAsymphony SP/AS instruments scan the rack file directory and select the
correct rack file. Only one rack file can be assigned to each slot per assay run.

Existing rack files are updated during an assay run. For example, if the original sample
volume was 200 ul and 50 ul was used during an assay run, the rack file is updated and
will inform the user that only 150 pl sample volume remains.

Rack files that are in *xml format can be fransferred to the QlIAsymphony SP/AS
instruments using a USB stick or the File Transfer tool of the QIAsymphony Management
Console (see Section 22).

Note: Rack files can be used several times. They have no expiry date.

Note: Rack files can be downloaded from the QlAsymphony SP/AS as *.xml files and can
be converted into *.csv format using the CSV Conversion tool of the QIAsymphony
Management Console (see Section 24).

Note: Rack files are not deleted automatically, except for those which do not contain
any rack position information. For information about how to delete rack files see Section
7.5.
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7.12 Instrument report file

Instrument report files are password-protected *.zip files that are only intended for
QIAGEN Technical Services, to help with troubleshooting.

You may be requested by QIAGEN Technical Services to create an instrument report file
in the Instrument Report menu. In this case, refer to Section 14.3.2 in “Troubleshooting” for
more details. For more details about information that can be found in the Instrument
Report menu, see Section 5.14.

7.13 Log files

The log files are data files that contain general information about the QlAsymphony
SP/AS, user interactions, and details about the protocol being run.

The log files are written in plain text documents and can be displayed using a text editor
(e.g., Notepad).

To download a log file to the USB stick, see page 183. Log files can also be downloaded
using the QlAsymphony Management Console. See Section 22 and Section 30 for more

information.

Log files contain information that may be required for Troubleshooting and for QIAGEN
Technical Services.
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8 QIAsymphony SP Features

The section describes how to operate the QIAsymphony SP instrument, including how to
load and unload the worktable.

The QIAsymphony SP performs fully automated purification of nucleic acids using
magnetic-particle technology. Samples can be processed in batches of up fo 24
samples. The instrument controls integrated components including a lysis station, 4-
channel pipetting system, robofic gripper, and an array of magnetic rods that are
protected by rod covers. These rods can pick up or release magnetic particles in the
wells of a sample prep cartridge, depending on whether the magnetic rods are inserted
in the rod covers or not.

The QIAsymphony SP is preinstalled with various protocols and corresponding Assay
Control Sets for purification of RNA, genomic DNA, and viral and bacterial nucleic acids.
For more information refer to the Instructions for Use (Handbook) for the assay you are
using.

The user loads reagents (in prefilled, sealed reagent cartridges) and consumables info
the appropriate drawer, loads the samples, and selects an (integrated) protocol using
the touchscreen. The user then starts the (integrated) protocol, which refers to a protocol
containing all necessary commands for sample lysis and purification. A fully automated
inventory scan (either after closing the individual drawers or before the run starts) helps
to ensure that the QIAsymphony SP is correctly set up for the protocol.
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Sample | Reagents and consumables | I Elution

1 Sample input 7 “Elution slofs 2—4"

2 Reagent cartridges 8 Lysis station (heated)
3 Filter-tips 9 Magnetic head

4 Consumables 10 Robotic arm

5 Waste compartment 11 Tip waste chute

6 "Elution slot 1" (cooled) 12 Tip park station

Note: Elution slots 2—-4 are not intended for use with FDA cleared or approved nucleic
acid tests.

8.1.1 Basic principle

Sample preparation using the QlAsymphony SP usually consists of 4 main steps: lyse, bind,
wash, and elute.

e Samples are lysed in the lysis station, which can be heated, if required by the
protocol.

e Nucleic acids bind fo the surface of the magnetic particles and are washed to
remove contaminants.

e Purified nucleic acid is eluted.
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The QlAsymphony SP processes a sample containing magnetic particles as follows:

® A magnetic rod protected by a rod cover enters a well containing the sample and
attracts the magnetic particles.

e Sample prep cartridges are positioned below the magnetic rod with its cover.

e The QlAsymphony SP uses a magnetic head containing an array of 24 magnetic
rods, and can therefore process 24 samples simultaneously. Steps 1 and 2 are
repeated several fimes during sample processing.

8.2 Instrument features

8.2.1 Magnetic head

The magnetic head is comprised of an array of 24 magnetic rods for processing magnetic
particles, a conveyor, and magnetic-head guards.

(o o=

Magnetic head of the QIAsymphony SP.

The magnetic head comprises a rod-cover drive for mixing samples and a magnetic-rod
drive for separation and resuspension of magnetic particles.

The conveyor moves the sample prep cartridges from the start position to the processing
position and, finally, fo the output position.

The magnetic-head guards move underneath the magnetic head and help fo prevent
contamination of the worktable or samples by any liquid that may drip from the rod
covers.
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Important: To prevent liquid from entering the QIAsymphony SP, only operate the
instrument with the magnetic-head guard installed.

8.2.2 Lysis station

The lysis station, a heated orbital shaker, enables automated lysis of up to 24 samples in
1 batch. After sample lysis, the lysis stafion moves upward so that samples can be
transferred for further processing.

Lysis station.

8.2.3 Robotic arm

The robotic arm provides accurate and precise positioning of the robotic gripper and
pipettor head. The robotic arm also includes an optical sensor, a 2D bar code cameraq,
and a UV lamp.

Robotic gripper

The robotic gripper transfers consumables (8-Rod Covers and sample prep cartridges) to
the required position on the worktable during sample preparation.
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Pipettor head

The pipettor head is mounted on the robotic arm and moves in the X, Y, and Z directions
in order to reach different locations on the worktable.

The pipettor head contains 4 pipetting channels with high-precision syringe pumps that
are connected to tip adapters. The tip adapters can be attached to disposable filter-
fips. The syringe pumps can operate simultaneously to allow aspiration and dispensing of
small volumes of liquid via the attached disposable filter-tips.

Each pipetting channel can perform two types of liquid-level detection: capacitive-
based liquid-level detection (cLLD) and pressure-based liquid-level detection (pLLD). To
detect the liquid level, changes in capacitance or pressure between the disposable
filter-fip and the liquid are measured (application-dependent and liquid-dependent).

Tip guards

Each pipettor head is equipped with 4 tip guards. During a run, the tip guards are
positioned below the disposable fips to catch any drops of liquid that may fall. This helps
to minimize the risk of cross-contamination.

Tip guards help to prevent cross-contamination.

Optical sensor

During an inventory scan, the optical sensor checks that the consumables are correctly
loaded in the drawers and that there are sufficient consumables loaded for the run.

UV lamp

A UV lamp is mounted on the robotic arm and is used fo decontaminate the worktable
of the respective instrument.
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See Section 15.7 for information about operating the UV lamp.

8.3 Bar code reader

8.3.1 Sample input bar code reader

The QIAsymphony SP has an integrated bar code reader that can read bar codes on
tube carriers and sample tubes. A default tube type must be defined for each type of
insert used. The tube type is automatically assigned when the insert bar code is read.

Primary tfubes can be labeled with bar codes. Refer to the Instructions for Use (Handbook)
for the assay you are using for allowed tube formats.

The integrated bar code reader of the “Sample” drawer scans:

® The position bar codes of the tube carriers.

e The bar code labels on sample tubes.

Each slot in a tube carrier has a bar code at the back of the slot. If the position is empty,
the bar code at the back of the slot can be read by the bar code reader. This enables
the QIAsymphony SP to detect which positions in the tube carrier contain a tube and
which are empty.

If you are using sample tubes that are not labeled with bar codes, tubes containing small
volumes of liquid or clear liquids may not be detected. In this case, use a blank bar code
label to enable detection of the sample tube.

The scanned sample ID lists can be manually corrected and assigned into batches based
on existing sample information or following user input. For more information, refer to
Section 13.3.1.

Four tube carriers are available for use with sample tubes, positive full process controls,
and negative full process conftrols. A fifth fube carrier accommodates tubes containing
internal controls that will be added to the samples during the process.

8.3.2 Reagents and consumables 2D bar code reader

As part of the inventory scan of the "Reagents and Consumables” drawer, the 2D bar
code camera on the QlAsymphony SP identifies the different reagents in the reagent
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cartridge and also checks that the correct reagent cartridge has been loaded. The 2D
bar code reader is attached to the robotic arm.

8.3.3 Bar code types

The handheld scanner and the Sample Input bar code reader can read bar codes of
the following types:

e Code 39
e Code 128 and subtypes
e Codabar

Important: Do not use the bar code Interleaved 2 of 5. This bar code type has a high
information density and no checksum. It can therefore generate errors.

To ensure error-free bar code reading, slide tube carriers into the “Sample” drawer so
that loading takes 3 seconds or longer (0.2 meters/second).

For information about attaching 1D bar code labels to tubes, refer to Appendix C.

8.3.4 Handheld scanner

The handheld scanner may be connected via USB connection to one of the USB ports of
the QlAsymphony SP/AS instruments.

When using the QIAsymphony Cabinet SP/AS (see Appendix F), the handheld scanner is
delivered with a magnetic holder. The magnetic holder can only be fixed to the metallic
parts of the cabinet.
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Handheld scanner.

Note: To enable easy use of the bar code scanner, we recommend positioning the
magnetic holder on the middle metallic panel.

Note: For safe operation, hang the handheld scanner in its holder after use.
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? Loading QIAsymphony SP Drawers

This section describes how to load and unload the worktable and how to perform
inventory scans tfo operate the QIAsymphony SP instrument.

1 2

N Reagents &
Eluuie i ' consu'nﬂbles me"

Inventory Scan

Workflow of loading QIAsymphony drawers.

We recommend loading the drawers in the order:
1. “Waste” drawer
2. ‘“Elvate” drawer
3. “Reagents and Consumables” drawer
4. “Sample” drawer

9.1 Loading the “Waste” drawer

Used 8-Rod Covers and sample prep cartridges are discarded by the roboftic gripper into
the “Waste"” drawer and are collected in 4 unit boxes in the drawer.

A container in the “Waste” drawer collects liquid waste from the sample preparation
procedure.

Used disposable filter-fips are discarded into a tip disposal bag or waste bin. A fip park
station in the waste drawer allows used tips to be temporarily stored on the worktable for
reuse in a later protocol step.
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Lﬁ = "“,-i-‘ -
1 Tip disposal bag 4 Tip park stafion
2 Tip chute 5 Empty unif boxes

3 Liquid waste container

We recommend loading items into the “Waste” drawer in the following order:

1. Insert empty liquid waste container (be sure to remove lid before placing into the
drawer).

Insert tip chute.

Insert tip park station.

Insert empty unit boxes (make sure there is an empty unit box in slot 4).

o > 0N

Install empty tip disposal bag.

9.1.1 Tip park station

The ftip park station is on top of the liquid waste container. It channels liquid waste from
the filter tips into the liquid waste container and also enables temporary storage of filter-
tips that will be reused in a subsequent protocol step.

To load the tip park station into the “*Waste” drawer, follow the steps below.

1. Open the “Waste" drawer.

2. Ensure that the tip park station is properly inserted; otherwise an error may occur
during the inventory scan.
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The tip park station will be automatically detected during the inventory scan.

9.1.2 Liquid waste container

The liquid waste container is used to collect all liquid waste generated during sample
preparation.

To load the liquid waste container into the “Waste” drawer, follow the steps below.

1. Open the drawer.
2. Place the liquid waste container at the rear right.

3. Gently press the container downwards to put it properly in place.

Note: Make sure to remove the lid from the liquid waste container before you load the
container intfo the drawer.

Note: Make sure to empty the liquid waste container at the end of each run.

Important: Be careful when handling the liquid waste container. It may contain infectious
material.

Note: The “Waste” drawer can only be closed when the liquid waste containerisin place.
Note: Do not autoclave the liquid waste container.

9.1.3 Tip chute

The tip chute enables collection of used disposabile filter-tips from the pipetting system.
Used tips are collected in a fip disposal bag or, when using the QIAsymphony Cabinet

SP/AS, a waste bin.

Note: Make sure that the tip chute is placed into the “Waste” drawer. Install a tip disposal
bag or position the waste bin before running a sample batch.

Note: If using the QIAsymphony SP instrument with the QlAsymphony Cabinet SP, refer to
Appendix F for information about setup of the tip chutes.

The tip chute will be detected during the inventory scan.
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9.1.4 Tip waste collection

Tip disposal bag

When using the QIAsymphony SP instrument without the QlAsymphony Cabinet SP, the
fip disposal bag must be mounted below the “*Waste” drawer.

Mounting the tip disposal bag

Note: The following procedure for mounting the fip disposal bag is not used with the
QlAsymphony Cabinet SP/AS.

To mount the tip disposal bag proceed as follows:

Each tip disposal unit consists of an upper and lower holder that grip the tip disposal bag,
and 2 extendable sliding rods that hold the complete assembly.

N

Upper holder. Lower holder. Extendable sliding
rods.

To install a tip disposal bag, proceed as follows:

1. Pull out the holder and sliding rods.
2. Grip the upper part of the holder and pull it toward you.

3. Lift the upper part of the holder and pull it backwards until the cutouts are resting
on the rods.

4. Attach the tip disposal bag to the lower part of the holder.
5. Attach the upper part of the holder to the lower part, and slide in the rods by

pushing them toward the instrument.

Note: The fip disposal bag is not checked during the inventory scan. Ensure that a
fip disposal bag is installed before starting a batch.

Note: If the tip disposal bag is not properly installed, a tip jam may occur. Ensure
that the fip disposal bag is correctly installed and is not crinkled.
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To remove a tip disposal bag, proceed as follows:
1. Pull out the holder and sliding rods. Grip the upper part of the holder and pull it
toward you.

2. Lift the upper part of the holder and push it backwards until the cutouts are resting
on the rods.

3. Remove the disposal bag from the lower part of the holder.

4. Attach the upper part of the holder to the lower part, and slide in the rods by
pushing them toward the instrument.

Discard the waste according to your local safety regulations.

If using the QIAsymphony SP in combination with the QIAsymphony Cabinet SP, refer to
Appendix F for information about fip disposal.

Note: The instrument does not check for the presence of a fip disposal bag. If a
QlIAsymphony Cabinet SP is not used and a tip disposal bag is not installed, tips will not
be collected and will fall to the surface below the insfrument.

Waste bin
When using the QIAsymphony Cabinet SP, fips are disposed directly into the waste bin,

located below the waste chute exit.

9.1.5 Unit boxes

Used sample prep cartridges and 8-Rod Covers are collected in unit boxes. There are 4
slots for unit boxes in the “Waste” drawer and, for increased ease of use and process
safety, unit boxes can only be loaded in the correct orientation.

Depending on the purification procedure being run and the number of samples, the
space needed for used consumables in the “*Waste” drawer will vary.

To load the “Waste” drawer with unit boxes, follow the steps below.

1. Remove the lid from the unit box.
2. If the unit box contains a spacer, make sure to remove this.

3. Place the unit box into one of the unit box slots.
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Slot 4

Unit box slots.

Note: The spacer at the bottom of an empty 8-Rod Cover unit box must be removed
before the unit box is placed into the “Waste” drawer, otherwise an error may occur
during the inventory scan.

Important: An empty unit box must be placed into slot 4. During initialization the handler
goes down into the unit box in position 4. If the unit box is not empty, the handler will
crash.

Note: Do not empty partially filled unit boxes. Partially filled unit boxes will be detected
during the inventory scan and can be used untfil they are full.

Note: Do not throw away the lids of open unit boxes. They can be used to cover unit
boxes after arun.

9.1.6 Closing the "Waste"” drawer

After preparing the “"Waste” drawer, the drawer must be closed to initiate the inventory
scan.
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9.2 Loading the “Eluate” drawer
9.2.1 Features of the "Eluate” drawer

Purified nucleic acids are fransferred to the "Eluate” drawer. The “Eluate” drawer
contains 4 slots that can be used for elution into plates or tubes.

Note: “Elution slots 2—-4" are not for use with FDA cleared or approved nucleic acid tests.

Slot 1
Slot 2
Slot 3

Slot 4

The “Elvate” drawer.

Slot Description

1 “Elution slot 1" enables eluate cooling and requires use of a
specially designed cooling adapter for the Elution Microtubes
CL (cat. no. 19588).

Cooling parameters are defined in the protocol.

2,3 “Elution slot 2" and "Elution slot 3" will not be used in
infegrated runs.

4 Elution slot 4" will not be used in integrated runs.
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Adapters

Only the Elution Microtubes CL (cat. no. 19588) in the respective cooling adapter, Elution
Microtube Rack QS (Cooling Adapter, EMT, v2, Qsym, cat. no. 020730), in combination

with the QIAsymphony SP/AS Transfer Frame can be used.

Note: A handheld scanner is used to identify bar codes on elution racks and elution slots

in the “Eluate” drawer.

9.2.2 Loading procedure

To load the “Eluate” drawer, follow the steps below.

1. Prepare the elution rack, cooling adapter, and fransfer frame.

o > 0N

Press the slot 1 button in the touchscreen of the elution slot.
Scan the bar code using the handheld scanner.

The entered elution rack ID is displayed in the screen.

Open the "Eluate” drawer to display the Elution Slot/Configure Racks screen.

Eluate Drawer | Elution Slot | Configure Rack 1

Modify the configuration of rack 1

Slots

1l

ID  Rackl

Type QIA#19585 *5-Block96
& | Batch (1)

&

1D
Type
Batch

1D
Type
Batch

1D
Type
Batch

Configure View

T Available rack types:
Reserved columns:

NU#260252
0 + *DeepWell96 RE

QLA#19585

*S-Block96

(QLA#19588
*EMTR

Rack Files

Rack ID

]

RE#STBRIG-300
*TubeRack300

TS#3711
*1.4ml 2DStorageT

OK

—

LTI L1l
QIAGEN

6. Place the elution rack with well A1 in the upper left corner into the respective

cooling adapter. Place the assembly, together with the transfer frame, onto elution

slot 1. Make sure that the rack is positioned correctly into the respective cooling

adapter.

Important: If using Elution Microtubes CL racks, remove the bottom by gently
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twisting the rack until the boftom separates before loading info the respective
cooling adapter.

7. Toset up anintegrated run, make sure to use slot 1. Place the elution rack info the
appropriate cooling adapter.

Note: Elution rack cooling cannot be furned off because it will result in “unclear”
flagging of samples.

Note: For FDA cleared or approved nucleic acid tests, Rotor Gene AssayManager
will invalidate all *unclear” samples.

Note: The QIAsymphony SP provides automated assignment of elution racks. If you
are using an Elution Microtube Rack (EMTR), scan the bar code of the rack and the
elution rack type will be automatically selected by the QIAsymphony SP.

Note: Columns cannot be reserved because integrated runs do not support this
feature.

Selkect slok o add and renove slution rack

e Configas l [R5 |

1 = 4
:17'.: I Reckl P, J Avadviie rach ipges:

Type ©LA#13505 “5- Blockdh

« | puen B, A

2 = | i 1
'D R
Type a0
fadch ["EMTR
3 nE#zTONEG-300
“Teie Rack300
L[]
Type TseITI
Fatch 1 Al 20 S orageT
4 Tser
"1 5l 20 WEEhorage T
i

Close the "Eluate” drawer and press OK. The QIAsymphony SP performs an

inventory scan of the “Eluate” drawer.

Note: It is not possible to proceed to the next screen until the inventory scan is
complete.
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9.2.3 Transfer module

Within the infegrated mode, elution racks will be automatically tfransferred from the
QIAsymphony SP via the transfer module to slot 2 of the “Eluate and Reagents” drawer
of the QIAsymphony AS instrument.

The fransfer frame consists of a base frame and a handle. For automatic transfer of an
elution rack to the QIAsymphony AS via the transfer module, ensure that the transfer
frame is installed before placing the relevant adapter onto slot 1 of the "Eluate” drawer

To install the fransfer frame, follow the steps below.

1. Place the transfer frame onto slot 1, so that the 4 pins under the base frame fit into
the screw holes of slof 1. The handle should face foward the back-left corner of

slot 1.

Transfer frame placed onto slot 1 of the “Eluate” drawer.

2. Place the appropriate adapter and elution rack on top of the transfer frame.

Adapter placed onto the fransfer frame on slot 1 of the “Eluate” drawer.
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The “Eluate” drawer is locked during the integrated run (from selecting Define run until
Remove integrated run) and during the inventory scan of the “Eluate” drawer.

If no integrated run is booked in the system and no inventory scan occurs, the “Eluate”
drawer can be opened or closed.

9.2.4 Unloading the “Eluate” drawer

Elution racks must be manually unloaded from the “Eluate” drawer.

Inintegrated run mode, an elution rack on “Elution slot 1" will be automatically transferred
from the QlAsymphony SP to the AS module to start the reaction setup. Afterwards, the
elution rack will be automatically transferred back to the QlIAsymphony SP “Eluate”
drawer.

When an elution rack is removed, the rack file for the elution rack is finalized and the
result file for the elution rackis generated. The rack file and result file can be downloaded
using the QlAsymphony Management Console or via file transfer from the QlAsymphony
SP to the USB stick.

For a detailed description of how to manually remove elution racks, see the following
sections.

Manually removing an elution rack

Note: Make sure that the completed integrated runis removed from the system otherwise
the “Eluate” drawer is sfill locked.

1. Open the “Eluate” drawer.
The Eluate Drawer/Elution Slot screen appears.

3. Select elution slot 1.
?ﬁfll

1

I Rackl

Type. ClA#13585 "5-Dlockab
Batch (1S

The Eluate Drawer/Elution Slot/Change Rack X screen appears.

4. Press the Remove button in the Configure tab fo remove the elution rack from the

inventory.
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A message asking whether you want to remove the elution rack from the selected

slot appears.

Slots
1 —
1D Rackl

Type QlA#13585 "5-Elock3s

Batch (1) (5 Remove

5. Press Yes to continue.

The Eluate Drawer/Elution Slot/Change Rack X screen is displayed. The rack on the

selected slot is removed.

1
1D
Type
Yes Batch (1 (5

6. Remove the elution rack, with the cooling adapter and the fransfer frame, from the

elution slot.

7. After unloading the elution rack, cooling adapter, and transfer frame, close the
“Eluate” drawer.

The Eluate Drawer/Elution Slot/Configure Rack X screen appears.

8. Press the OK button.
oK
The QIAsymphony SP performs an inventory scan of the “Eluate” drawer. Afterwards

the Sample Preparation/Overview screen is displayed.

Note: As soon as the OK button or Yes button is pressed, the cooling in “Elution slot 1" will

be turned off.
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9.3 Loading the “Reagents and Consumables” drawer

The “Reagents and Consumables” drawer accommodates all consumables and
reagents required for the protocol run.

Before starting a protocol run, the drawer must be loaded with the appropriate reagents
in prefilled, sealed reagent cartridges, sample prep cartridges, 8-Rod Covers, and
disposable filter-tips. In some cases, a buffer bottle may be required.

Depending on the kit being used, different types or amounts of consumables may be
required. For more information, refer to the Instructions for Use (Handbook) for the assay
you are using.

9.3.1 Loading consumables

Unit boxes

Consumables required for sample preparation are placed onto the QlIAsymphony SP
worktable in unit boxes. Unit boxes are provided with a lid. There are 4 slots for unit boxes.

To load unit boxes, follow the steps below.
1. Remove the lid from the unit box and keep for later use. Lids can be used to reclose
parfially used unit boxes.

2. Place unit boxes containing either unused 8-Rod Covers or sample prep cartridges
info the “"Reagents and Consumables” drawer.

Unit boxes are designed so that they fit into the instrument drawer only in the correct
orientation.
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Consumables used in sample preparation on the QlIAsymphony SP.

Each unit box slot in the “Reagents and Consumables” drawer can be used either for a
unit box filled with sample prep cartridges or a unit box filled with 8-Rod Covers. Partially
used unit boxes can be loaded into the drawer since the number of sample prep
cartridges or 8-Rod Covers they contain will be detected during the inventory scan.

Typically, more sample prep cartridges will be required than 8-Rod Covers and this needs
to be taken into account when loading the QlAsymphony SP with unit boxes.

Note: Do not refill partially used unit boxes. The number of sample prep cartridges or 8-
Rod Covers is detected during the inventory scan.

Important: Make sure that there is at least one empty unit box in slot 4 (slot closest to you).

Note: Do not throw empty unit boxes away. Empty unit boxes can be used in the "Waste”
drawer for collection of used sample prep cartridges and 8-Rod Covers during the
purification procedure.

Note: Before loading unit boxes onto the system, ensure that sample prep cartridges and
8-Rod Covers have not become stuck within the unit boxes.

8-Rod Covers

An 8-Rod Coveris an array of 8 rod covers that cover the magnetic rods of the magnetic
head.

e Each unit box can hold a maximum of twelve 8-Rod Covers.
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e There is a spacer between the bottom of the unit box and the last 8-Rod Cover.

e A specific pattern on the top and bottom edge of an 8 Rod Cover enables
automatic detection by the QIAsymphony SP during the inventory scan.

® The number of 8-Rod Covers in a unit box is also detected during the inventory scan.

8-Rod Cover

. T ———  Sample prep
\g.l y 9 cartridge

8-Rod Covers and sample prep cartridge.

Sample prep cartridges

Sample prep cartridges are the vessels used by the QIAsymphony SP during purification
of nucleic acids. Each well of a sample prep cartridge can hold up to 3 ml of liquid.

Sample prep cartridges are provided in sealed unit boxes. Each unit box can hold a
maximum of 28 cartridges. A specific pattern on the top and bottom edge of a sample
prep cartridge enables automatic detection by the QIAsymphony SP during the
inventory scan. The number of sample prep cartridges in a unit box is also detected
during the inventory scan. The robofic handling system can pick up a maximum of 3
sample prep cartridges simultaneously.

Tip racks

The QlAsymphony SP uses 1500 yl filter-tips and 200 pl filter-fips.
e Filter-tips are provided in sealed blister packs, with 32 filter-fips in one fip rack.

® For ease of use, racks containing 1500 pl filter-tips are black and racks containing
200 ul filter-tips are blue.

e FEach type of tip rack has a different pattern on the upper and lower side. This
enables detection of the type of filter-tip during the inventory scan.

e There are 18 fip rack slofs.

e Tip racks can be placed in any of the slots since rack position, tip type, and number
of tips are detected during the inventory scan.
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® The number of fips required per sample varies depending on the profocol being run.

Tip rack
slofs

| Unit box

1‘ — slofs

Tip racks.

To load the QIAsymphony SP with tip racks, follow the steps below.

1. Hold the fip rack between 2 fingers by the recessed grips.

2. Genftly squeeze the tip rack together and place it into a fip rack slot.

Note: To ensure detection of the tip racks during the inventory scan, make sure that the
tip racks are properly seated in the fip rack slot and that none of the protrusions on the
tip racks are broken.

Note: Each fip type contains a filter to help prevent cross-contamination.

Recommendation: Load more than the required number of filter-tips of each size so that
sufficient filter-fips are available for automated error handling.

In addition, we recommend to load ftips preferably in rear tip rack slots. For more
information about tip loading, press the Tip Information button (see page 70, page 159,
and page 283).

Note: Do not refill partially used fip racks. A mixture of various tip sizes in one rack will result
in an error during the run. The number of filter-tips will be detected during the inventory

scan.

9.3.2 Reagent cartridges

The required reagent cartridges are defermined by the assay being run and the
integrated run parameters. For more information refer to the Instructions for Use
(Handbook) for the assay you are using.

® Reagents required for the purification procedure are provided in prefilled, sealed
reagent cartridges.
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e Up fo 2 reagent cartridges can be loaded into the “Reagents and Consumables”
drawer.

e For ease of use, reagent cartridges fit only in the correct orientation. The user first
vortexes the magnetic-particle frough and then removes the seal from the
magnetic-particle frough. Remove the lids from the fubes and place into the
appropriate slot to prevent mix up. When the piercing lid has been properly installed
before loading, the reagent cartridge is then automatically opened by the
QIAsymphony SP, which eliminates manual handling and pouring of reagents.

e Each individual reagent in the reagent cartridge is labeled with a 2D bar code,
enabling tracking of reagents through the entire purification procedure.

e Before the run starts, the system checks whether the reagent volumes are sufficient
for the chosen protocol.

1 Reagent cartridge 4 Enzyme rack
holder

2 Magnetic-particle 5 Piercing lid
holder

3 Reagent froughs

The reagent cartridge contains sufficient reagents for up to 192 samples, depending on
the QlAsymphony DSP Kit being used. Refer to the Instructions for Use (Handbook) for the
assay you are using for more information. Troughs of partially used reagent cartridges
should be sealed immediately after use with Reuse Seal Strips (provided in the
QlAsymphony DSP Kit).
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Note: Do not refill partially used reagent cartridges or exchange the reagent cartridge of
a running batch as this may lead to performance and pipetting errors.

Important: The length of time that the reagent cartridge is open must be kept as short as
possible. Refer to the Instructions for Use (Handbook) for the assay you are using for more

information.

Note: Before loading, the reagent cartridge and the magnetic particle trough must be
vortexed. Refer to the Instructions for Use (Handbook) for the assay you are using for more
information.

Note: Before loading the reagent cartridge, the tubes within the enzyme rack must be
uncapped. The caps can be placed underneath the enzyme rack on the reagent
cartridge holder.

Important: The piercing lid has sharp edges and can damage your gloves.

Allreagent froughs and enzyme racks are labeled at the side with the name of the buffer
contained in the trough. A unique 2D bar code on top of each frough enables the
QIAsymphony SP to detect the reagent cartridge and the contents of each trough.

The composition of the reagent cartridge is kit-specific. Do not mix tfroughs from different
kits and/or kits with different lot numbers.

Visually check all reagent tfroughs for precipitates. If precipitates are present, refer to the
Instructions for Use (Handbook) for the assay you are using for more information.

Note: Make sure that reagents and enzymes are at room temperature (15-25°C) before
placing into the “Reagents and Consumables” drawer.

Note: Do not autoclave a prefilled reagent carfridge. Do not change the order of the
froughs within the reagent cartridge.

Note: Avoid shaking the reagent cartridge since this may cause buffers to foam, resulting
in liquid-level detection errors.

Note: Open and close the reagents and consumables drawer gently to avoid spilling
reagents.

Note: Do not refill partially used reagent cartridges or exchange the reagent cartridge
of a running batch as this may lead to performance and pipetting errors.
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9.3.3 Buffer bottle

Depending on the kit being used, an additional bottle of buffer may be provided. The
bottle is prefilled with up to 60 ml of reagent.

To load the QIAsymphony SP with the buffer bottle, follow the steps below.

1. Remove the screw-cap from the buffer bottle.
2. Press Bottle ID in the Load Reagents screen.

3. Scan the buffer code by using the handheld bar code scanner. Alternatively, type
in the bar code using the Keyboard screen.

4. Place the bottle into the slot behind the rear end of the tip rack slots 1 and 2.

Buffer bottle

Slots 1 and 2

[]
I .
=
.
-

Buffer bottle slot.

The buffer bottle and volume of buffer will be automatically detected during the
inventory scan.

Note: Open and close the reagents and consumables drawer gently fo avoid spilling
reagents.

9.3.4 Unloading reagents and consumables

Reagent cartridges

To remove a reagent cartridge from the "Reagents and Consumables” drawer, follow
the steps below.
1. Open the drawer.

2. Pull the reagent cartridge to the left and slide it out of the slot.

To avoid evaporation of reagents, we strongly recommend resealing the troughs of the
reagent cartridge immediately after use. Reseal the troughs using Reuse Seal Strips
provided in QIAsymphony DSP Kits. Replace screw-caps on the tubes in the enzyme rack.
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For storage, remove the reagent cartridge and enzyme rack from the reagent cartridge
holder and store according to the Instructions for Use (Handbook) for the assay you are
using. The reagent cartridge holder can then be used in combination with other kits.

If the reagent cartridge is empty, remove it from the reagent cartridge holder and
discard it according to your local safety regulations.

Tip racks

Tip racks can be left in the "Reagents and Consumables” drawer. Tip racks only need to
be removed in the following situations:

® The tip racks are empty.

e Maintenance will be performed (e.g., decontamination using the UV lamp).

e The instfrument will not be used for a long period of time.

To remove a tip rack from the QIAsymphony SP, follow the steps below.

1. Hold the fip rack between two fingers by the recessed grips.
2. Gently squeeze the tip rack together.

3. Remove the fip rack.
4

If you need to remove the fip racks prior to performing maintenance procedures,
the tip racks can be replaced after maintenance has been performed.

Unit boxes (8-Rod Covers and sample prep carfridges)

Unit boxes can be left in the “Reagents and Consumables” drawer. Unit boxes only need
to be removed in the following situations:

e The unit boxis empty.

e Maintenance will be performed (e.g., decontamination using the UV lamp).

To remove a unit box from the "Reagents and Consumables” drawer, follow the steps
below.

1. Open the “Reagents and Consumables” drawer.

2. Grasp the unit box by ifs upper edge.

3. Pullit out of the drawer.

4. Replace the lids of partially used or unused unit boxes.

5

Empty unit boxes must be saved for collection of used sample prep cartridges and
8-Rod Covers in the “Waste” drawer.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

248



Important: Sample prep cartridges in the unit boxes can contain residual liquid from the
extraction run. Seal unit boxes with lids before disposal to avoid spillage of residual liquid.

9.4 Loading the “Sample” drawer

Samples can be loaded into the "Sample” drawer in either primary or secondary tubes.
For more information about compatible tubes, refer to the Instructions for Use

(Handbook) for the assay you are using.

Use of tube carriers enables samples to be loaded in a variety of formats. A tube carrier
for up to 24 primary tubes or tubes containing internal confrols with diameters of 8-16 mm

can be used with the QIAsymphony SP.
9.4.1 Loading tube carriers

Loading samples using a tube carrier

Preparing sample tubes for the tube carrier

The QlIAsymphony SP tube carrier can accommodate up to 24 sample tubes of the
following outer diameter:

® 14-16 mm (no insert required)

e 13 mm (tube insert 1a; cat. no. 9242058)

e 11 mm (tube insert 2a; cat. no. 9242057)

e Sarstedt® tube 2 ml (insert 3b; cat. no. 9242083)

e Insert snap cap tube (insert 5a; cat. no. 9244701)

For more information, refer to the Instructions for Use (Handbook) for the assay you are
using.

p—
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Example of insert for tube carrier.
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Note: Place the tubes into the fube carrierin a way that all bar codes are oriented to the
left so that they can be read by the bar code reader.

The instrument detects tube size by reading the bar code on the insert or on the tube
carrier. If a tube is used that is not the default tube type for a certain insert, the user must
specify the tube type when defining the sample batch. Default tubes can also be
configured.

Inserting samples using a tube carrier

1. Open the “Sample” drawer by pulling the door toward you.

Five slots are available. The first 4 slots can accommodate tube carriers containing
sample tubes, positive full process controls, and negative full process controls. The
fifth slot “A” accommodates a tube carrier containing internal conftrols.

The status of each slot is shown by LEDs located behind the stop line. The LEDs may
be illuminated in green, orange, or red.

e Green —slotis free and ready for loading
® Orange — tube carrier is loaded
e Red —slotis currently locked

Stop line

" I J
Slot 1-4 Slot A

Slot status.

2. Gently slide the tube carrier into the appropriate slot. Insert up to the stop line, and
wait until the bar code reader has moved forward.
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3.

4.

5.
6.

Sliding a tube carrier into the appropriate slot.
.-1||;i?\\§

Bar code reader
(laser)

Spacer

/AR

— - = T

e
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s/ 208

-

Location of bar code reader and spacer.

As soon as the bar code reader is in position, the slot unlocks and the green LED
starts to flash. Slide the carrier into the slot until it locks.

The bar code reader reads bar codes on the carrier, inserts, and corresponding
sample fubes (if bar coded). Upon successful loading, the LED changes from green
fo orange.

The bar code reader returns to the home position.

To add more sample tubes in different slots, follow procedure as described in this
section. Otherwise close the “Sample” drawer.
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Note: Be sure to support the tube carrier with your second hand during the loading
process. Otherwise, there is a risk of handle breakage.

Note: Make sure to slide the carrier smoothly into the slot otherwise an error may occur.

Note: Only a tube carrier containing internal control can be loaded into “Slot A”. Tube
carriers containing samples must be loaded into “Slot 1", “Slot 2", “Slot 3", or “Slot 4”.

Note: If you need to load two tubes with the same bar code/ID in the same tube carrier,
do not place them side by side. Otherwise an error will occur.

Note: If you are using sample tubes that are not labeled with bar codes and that are in
different inserts, either use one insert type per tube carrier or leave at least one position
empty between different types of insert.

Note: If you are using sample tubes that are not labeled with bar codes and the
QlIAsymphony SP has a configuration other than configuration 3, tubes containing smaller
volumes of liquid or clear liquids may not be detected. In this case, use a blank bar code
label to enable detection of the sample tube.

Note: To ensure correct liquid level detection, push the tubes down to the bottom of the
tube carrier or insert, if inserts are used.

Continuous loading

It is also possible to load and queue additional samples when a run is already in progress.
In this mode, you can only assign Assay Parameter Sets that are compatible with the
currently loaded reagent cartridge(s).

Continuous loading on the QIAsymphony SP is possible for up to 96 samples in any number
of batches (up to 12), provided that the consumables drawer is fully loaded before
commencing the first batch.

After loading the samples, the system allows the user to correct bar code reading errors,
change labware, and assign Assay Parameter Sets.

Before starting a run with contfinuous loading, ensure that:
e Additional reagents that are required (e.g., ethanol, buffer in 60 ml buffer bottle) are
loaded.

e Enough fips, reagents, waste space and consumables are loaded for all runs
including subsequent runs loaded via continuous loading.
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Unloading a tube carrier

If the tube carrier slot is not locked (LED is not illuminated red), the tube carrier can simply
be removed from the slot. The tube carrier can be removed as soon as the samples have
been transferred.

Depending on the batch status, different actions can be carried out after removing the
tube carrier.

Loading internal controls

The internal confrol to be used is defined in the corresponding Assay Control Set.
Assigning an Assay Control Set to a sample not only specifies which protocol should be
used but also which internal control should be added to the sample.

Note: Internal controls must be loaded via a tube carrier in sample “Slot A*.

Note: Do not load internal controls into “Slots 1-4".

Eight different internal confrols can be used per batch of 24 samples and up to 24
different internal controls can be used for one run. Tubes containing internal control must
be placed into the appropriate insert for the tube type before loading info the fube
carrier.

Loading of the required internal controls for ordered batch(es) is validated before run
start.

If the tubes containing internal control are bar code labeled and identification of the
tubes is defined in an Assay Control Set, the QlAsymphony SP automatically detects
which internal control is located in each position.

If the tubes are not bar code labeled, information about the internal control must be
entered manually.

After insertion of the tube carrier into “Slot A”, follow the steps below to enter information
about the internal control.

1. Press the IC (in Sample Preparation screen) or Define ICs (in Integrated Run screen)
button to check or modify the internal conftrols.
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Define ICs

The Internal Controls screen appears.

2. Select the position that needs an internal control to be manually assigned by

pressing the button.

3 Internal Control 2
@ BD#3520 . P 17100

3. Select the internal control in the Internal controls: list.

Internal
Control 2

4. Press OK to assign internal controls to the selected positions.

Sample Preparation | Internal Controls

[ 01-08 { 09-16 ] [
Internal controls:
9 Unknown IC A EditiC

1 Internal Control 1
Gd | IC

G@ IC

2 Internal Control 1
Gd IC

10 Unknown IC
G@ IC

3 Internal Control 1
@8 IC

11 Unknown IC
@@ IC

4 Internal Control 1
@ IC

12 Unknown IC
@@ IC

20

5 Internal Control 2
ca IC

]

21

In

Y Use

Internal
Control 1

> Optional

IC Tubes

Cancel

G

6  Internal Control 2 14 2
Ga IC
A Hep
7 Internal Control 2 15 23
G® IC
8 Internal Control 2 16 24

@@ IC

]
|
|
|
|
|
|
|
|

es0se
QIAGEN

5. Press OK to confirm the overall assignments of internal conftrol.
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Sample Preparation | Internal Controls

IC Assignment W
[ o01-08 ] [ 09-16 ] [ 17-24 ] Clear
|

Internal controls:
EditIC

1 Internal Control 1 9 Internal Control 1l

G IC @ IC

IC Tubes

2 Internal Control 1
@ IC

10 Internal Control 1 )
G8 IC

In
Y Use

3 Internal Control 1 11 Internal Control 1 W

Internal

o IC @ IC ‘ Control 1
4 Internal Control 1 12 Internal Control 1 ] | [20 Cancel
ancel
& 1 e I > Optional
5 Internal Control 2 13 21 (
OK
@ IC
6 Internal Control 2 14 22
@ IC ——
Help
7 Internal Control 2 15 23
@@ IC
8 Internal Control 2 16 24
00000
8|1 QIAGEN

Internal controls are ordered into groups:

Group Description

Required Batch(es) is queued. The QIAsymphony SP knows which
internal controls are required to run the queued batches. The
required internal controls are not defected automatically and
have to be assigned to the detected positions.

In use The QlAsymphony SP either has automatically detected an

internal control or it was manually assigned to a particular
position in the fifth fube carrier. These internal conftrols are
listed under the category “In use”.

Important: If the internal control was labeled with a bar code but the bar code was not
correctly read, the associated position button becomes yellow. To continue, the internal
control has to be manually assigned using the internal controls displayed in the Internal
controls: list. If the internal confrol was not labeled with a bar code but the QlAsymphony
SP detected that a tube was present, Unknown IC is displayed in the corresponding
position. The infernal control has to be manually assigned using the internal controls
displayed in the Internal controls list.
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Note: Although you can leave this screen without manually assigning the positions
labeled Unknown IC, be sure to assign all required internal controls before starting a run;
otherwise the run cannot be started.

Unloading internal controls

Internal controls in a tube carrier can be removed from the QIAsymphony SP when the
carrier slot is unlocked.

e |[f batches are running and you need to load additional internal confrols, unlock the
carrier “Slot A" by pressing the IC button in the Sample Preparation screen:

IC

or Define ICs button in the Integrated Run screen:

’ Define ICs

e |[f the QIAsymphony SP does not need to access the tube carrier in “Slot A”, the
intfernal controls can be unloaded.

e Remove the carrier with internal controls from “Slot A” by gently sliding it out of the
“Sample” drawer.

Loading internal controls during a run

After unloading the tube carrier containing the internal control, the tube carrier
containing a new infernal control has to be inserted again. Define internal control(s) as
previously described.

9.5 Performing inventory scans (SP)

An inventory scan of each drawer of the QIAsymphony SP must be performed before a
sample preparation protocol can be run. The QlAsymphony SP uses a laser to check the
type and number of consumables, and the type and location of adapters loaded in
each drawer. A bar code detection system recognizes and scans 1D or 2D bar codes
(e.g., on the reagent cartridge). The laser and bar code camera are integrated in the
robotic arm. This ensures that positions over the whole worktable can be scanned. The
inventory scan is drawer-specific. This means that only the drawer that has been opened
will be scanned for changes.
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9.5.1 Inventory scan of the “"Reagents and Consumables” drawer

The inventory scan of the “Reagents and Consumables” drawer is divided info 2 main
parts, each with several subparts.

Laser scan — reagent cartridge

Reagent cartridge slots are scanned. The instrument will check first for sealed troughs in
the respective reagent cartridge.

Note: If you forget to place the lid onto the reagent cartridge, the samples in the batch
may be lost. However, the presence of the piercing lid is detected during the inventory
scan, which means that the error will be detected before the run has started.

Important: Ensure that all 2D bar codes are accessible by the sensor.

2D bar codes on reagent troughs, the magnetic-particle tfrough, and the enzyme rack
are checked. In addition, the piercing status of the reagent cartridge is checked.

2D bar codes.

e If the reagent cartridge is sealed and not pierced, the liquid level of all reagents in
the reagent cartridge is set to the original value. An additional liquid-level check will
not be performed.

e Both reagent cartridge slots are scanned.
Note: Do not mix enzyme racks, buffer, or magnetic-particle troughs from different

reagent cartridges or kits with different lot numbers.

Note: Ensure that the buffer froughs fit correctly within the reagent cartridge otherwise
liquid-level detection errors may occur.
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Note: Avoid shaking the reagent cartridge since this may cause buffers to foam, resulting
in liquid-level detection errors.

Note: Do not refill partially used reagent cartridges or exchange the reagent cartridge of
a running batch as this may lead to performance or pipetting errors.

Laser scan — tip rack slots

e All 18 tip rack slots are scanned to determine the type of tip rack loaded.

e All fip rack slots in which a tip rack was detected are scanned to determine the
number of fips. If a fip is detected in the first and last position of the tip rack, the fip
rack will be categorized as full. If the first or last tip is missing, a full scan will be
performed to determine the number of tips in the tip rack.

Laser scan — unit boxes

e The unit box slofs are scanned to detect the presence of unit boxes in the 4 slofs.

e Afterwards, the type (8-Rod Cover or sample prep cartridge) and number of
consumables are determined.

Liquid-level scan of detected reagents

This scan'is only performed if the liquid level is not known (e.g., for a partially used reagent
cartridge).

e liguid-level scan of detected reagents.

e liguid-level check of the buffer bottle (if detected).

Note: The inventory scan will only enable detection of the liquid level of open and
recognized vessels.

Note: These checks use 1500 ul and 200 ul filter-tips. If insufficient tips are available or if
one of the tip types is missing, the inventory scan will be canceled and queued sample
batches cannoft be started.

Partial inventory scan

If you need to repeat an inventory scan for the “Reagents and Consumables” drawer
(e.g.,if a change has been made on the worktable), you can perform a partial inventory
scan.
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9.5.2 Inventory scan of the "Waste"” drawer

The inventory scan of the "Waste"” drawer consists of a laser scan. It does not perform 2D
bar code scans, liquid-level detection, or checks of the liquid waste container. It is
therefore important that the user checks the liquid waste container and empties it before
starting a batch.

Laser scan

e The tip park station slot is scanned. This checks that the tip park station is mounted.
e The tip chute slot is scanned. This checks that the fip chute is installed.
® The unit box slots are scanned. First, each of the 4-unit box slotfs is scanned to detect

whether a unit box is in the slot. Afterwards, the content of each box is determined
(e.g.. amount and type of consumables in each box).

9.5.3 Inventory scan of the “Eluate” drawer

The QIAsymphony SP checks the elution slofs to make sure that selected elution slots
contain an elution rack with the respective cooling adapter and transfer frame.

If the QIAsymphony SP detects a discrepancy between the expected and actual elution
rack loaded in the “Eluate” drawer, a message appears in the fouchscreen prompting
the user to correct the problem. Open the “Eluate” drawer and place the elution rack
onto the correct position or edit the slot/rack assignment in the touchscreen.
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A message appears in the following situations:

e The detected bar code and the adapter bar code specified in the labware file are
different.

® A barcode is detected but the selected labware file does not specify an adapter
bar code.

e No bar code is detected, but the selected labware file specifies an adapter bar
code that is required.

Note: The QlAsymphony SP only detects whether an elution slot is occupied by an elution
rack or adapter and is not able to identify the elution rack type on the respective elution
slot.

In addifion, without the fransfer frame, no integrated runs can be ordered.
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10. QIAsymphony SP Run Definitions

This section describes how to set up and configure a sample preparation run.
10.1 Configuring a sample type
Note: By default, the sample type is “Sample”.

To change a sample to a positive extraction control (EC+) or negative exiraction control
(EC-), follow the steps below to ensure correct processing on the QlAsymphony AS.

Note: For analysis, the full process controls have to be loaded and selected as either EC+
or EC- in the same paftern expected by Rofor-Gene AssayManager. Otherwise, Rotor-
Gene AssayManager will deny analysis of the complete integrated run.

1. Press ID/Type in the Sample Preparation/Batch/Define Sample screen.

ID:Type

2. Select the samples for which the sample type shall be changed by pressing the
corresponding buttons.

1 _01_2000008
|| BD#3520 ...P 17100

3. Press EC+ or EC-to change the sample type from “"Sample” to positive extraction
conftrol (EC+) or negative extraction confrol (EC-).

Note: Sample types are saved in the rack file for the corresponding elutfion rack. It is
not possible fo change the sample types later.
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11. QIAsymphony AS Features

The QlIAsymphony AS performs fully automated assay setup using a 4-channel pipetting
system, and interfaces directly with the QlAsymphony SP, enabling automation of sample
to assay setup. During assay setup, the fouchscreen displays the assay setup user
interface, providing information about assay runs, including their progress.

QlAsymphony AS protocols are called Assay Definitions. Assay Parameter Sets define the
parameters for a protocol. These files, including other QlIAsymphony AS files (e.g., resulf
files), can be transferred to/from QIAsymphony SP/AS instruments via the USB ports on the
QIAsymphony SP.

When an assay run has been defined, the software automatically calculates the
worktable requirements for a defined run (e.g., number and type of filter-tips, volume of
reagent). An automated inventory scan (performed when the drawers are closed or
before an assay run starts) ensures that each drawer is correctly set up for the defined
assay run.

Refer to the instructions for the fransfer module in Section 9.2.3.
11.1 QIAsymphony AS principle

An assay setup run using the QlAsymphony AS consists of 3 main steps — master mix
preparation, master mix distribution, and transfer of templates (e.g., samples, assay
controls, and assay standards).

1. Master mix is prepared with the required reagents. The volume of each master mix
component depends on the number of reactions to be set up. After preparation, a
mixing step is performed to ensure that the master mix is homogeneous.

2.  Master mix is distributed to the appropriate tube positions in the “Assays™ drawer.

3. Assay confrols, assay standards, and samples are fransferred to the appropriate
tube positions in the " Assays” drawer.
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11.2 Instrument features

1 Input adapters (transfer 5 Tip waste
positions)
2 Input adapters 6 "Eluate and Reagents”
drawer
3 PCR output adapters 7 "Assays” drawer
4 Disposable tips 8 Robotic arm

11.2.1 QlAsymphony AS hood

During an assay run, the QIAsymphony AS hood is locked. If force is used to open the
hood during an assay run, the run will be paused.

Note: Pausing a run will result in all samples being flagged as “unclear”. For FDA cleared
or approved nucleic acid tests, Rotor-Gene AssayManager will invalidate all “unclear”
samples.
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Important: If the QIAsymphony AS hood is opened, the instrument will not immediately
stop. The instrument will stop when processing of the current protocol step is finished. In
some cases, this may take some time.

11.2.2 QlAsymphony status LEDs

LEDs at the front of the QIAsymphony AS are illuminated when an assay run is in progress.
The status LEDs flash when an assay runis finished or if an error occurs. Touching the screen
turns off the flashing.

11.2.3 Robotic arm

This feature is the same as for the QIAsymphony SP, except it does not support a robotic
gripper. As part of the inventory scan on the “Eluate and Reagents” and "Assays”
drawers, the 2D bar code camera on the robotic arm identifies occupied/empty slofs
and the corresponding adapter types.
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12. QIAsymphony AS Drawers

12.1 “Eluate and Reagents” drawer

Purified nucleic acids are transferred to the "Eluate and Reagents” drawer from the
“Eluate” drawer of the QlAsymphony SP by automatic transfer (via the transfer module).
The “Eluate and Reagents” drawer has 3 positions — slofs 1, 2, and 3 — that have options
for cooling and can accommodate plates and tubes in special adapters. Slot 2 is used
to accommodate sample racks, and slots 1 and 3 can be used to accommodate
reagent racks. In addition, there are 6 positions that can be used to accommodate
disposable filter-fips in tip racks.

Important: For FDA cleared or approved nucleic acid tests, use fip rack positions 1, 2, 3,
7.8, and 9 in the QlAsymphony AS drawers (see figure, page 212).

An adapter is available for the following consumable:

e FElution Microtubes CL, cat. no. 19588

Reagent holders are available for holding reagents in 2 ml tubes and 5 ml tubes:

e Reagent holder 1 (18 x 2 ml tubes, 6 x 5 ml tubes)
e Reagent holder 2 (18 x 2 ml tubes, 2 x 5 ml tubes)
e Micro Tube Screw Cap QS (24 x 2 ml tubes)

12.1.1 Filter-tips
The QlIAsymphony AS uses the same disposable filter-tips as the QlAsymphony SP. In
addition to 200 ul and 1500 ul filter-tips, the QIAsymphony AS also uses 50 ul filter-tips. Tip

racks containing 50 yl filter-tips are gray.

Note: Only use filter-tips designed for use with QlAsymphony SP/AS instruments.
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12.2 “Assays” drawer

Assays are set up in fubes in the "Assays” drawer. The "Assays” drawer has 3 positions —
slots 4, 5, and 6 — that can be cooled and used to accommodate assay racks in special
adapters. It also has 6 positions that can be used to accommodate disposable filter-tips
in fip racks (see Section 12.1 for more information about disposabile filter-tips).

Important: For FDA cleared or approved nucleic acid tests, use tip rack positions 1, 2, 3,
7.8, and 9 in the QIAsymphony AS drawers (see figure, page 212).

An adapter is available for the following consumable:
e Rotor-Gene Strip Tubes
For more information about the types of tubes that can be used in the "Assays” drawer

and the corresponding names used in the software, refer to the Instructions for Use
(Handbook) for the assay you are using.

Important: Do not mix reagents from different lots, because such mixing cannot be
tracked by QIAsymphony SP/AS.
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13. QIAsymphony AS Basic Functions

13.1 Integrated operation

An integrated run consists of a sample preparation run on the QIAsymphony SP and then
an assay setup run on the QIAsymphony AS. Eluates are automatically tfransferred from
the QlIAsymphony SP to the QIAsymphony AS via the fransfer module without user
inferaction. An integrated run is defined in the software for the complete sample to assay
setup workflow before starting the run.

Samples Transfer Assays

Integrated operation.

13.2 Preparing a run

Before defining a run, available adapter(s) and holder(s) must be configured in the
software. If work list(s) and rack file(s) will be used in the run, these files must be fransferred
fo QIAsymphony SP/AS instruments.

For detailed information about transferring process files, work lists, rack files, and
concenfrations data files, see Section 7.
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13.3 Loading an integrated run

Follow the steps below after switching on the instrument and logging in as a user.

1. Load allitems of the QIAsymphony SP/AS removed previously by maintenance, if
not already done (e.g., tip chutes, drop caftcher, magnetic-head guards, tip
disposal bags, empty waste bottle and tip park station).

Close the QlAsymphony SP/AS hoods.
Switch to the Integrated Run user inferface.

Load the QlAsymphony SP “"Waste” drawer.

o > 0N

Load the “Eluate” drawer with the correct rack inside the corresponding cooling
adapter, together with the transfer frame on “Elution slot 1". Assign the eluate rack
fo "Elution slot 1" on the fouchscreen and start the scan.

6. Load the "Reagent and Consumables” drawer for sample preparation according
to the Instructions for Use (Handbook) for the assay you are using.

13.3.1 Defining an integrated run

When defining an intfegrated run, screens guiding you through the steps appear on the
touchscreen.

It is only possible to define an integrated run if an eluate rack and a transfer frame have
been loaded on "Elution slot 1" of the QIAsymphony SP. To save time, the system checks

for the transfer frame during the rack carrier inventory scan.

Select the Integrated Run tab in the overview screen, and then press Define Run.
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The Integrated Setup screen appears.

Integrated Run Sample Preparation Assay Setup Tools

Overview

Define Run

!

o000
QIAGEN

If an error message appears, see Section 14 for information about solving the problem.

The Integrated Setup screen provides an overview of the defined batches and/or allows
batches to be defined.

To define a batch, follow the steps below.
1. Select the batch button.
2. Edit samples.

This includes resolving errors in the sample IDs of the sample tubes and changing
ID/Type from “Sample” to "EC+/EC-" for required controls in the tfube carrier.

For correct definition and positioning, refer to the Instructions for Use (Handbook) for
the assay you are using.

3. Assign an assay to all samples of a batch or define individual assays for a batch.
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4. Create orremove AS batches from their related SP batch.

Integrated Setup

Overview Reset SP Batch

i

Favorites:

sPBatch2 | LoADED MULTIASSAY
Details
P:

READY TO
LOAD

LOADED Test RNAD
Details 1

READY TO
LOAD

Edit Samples

Define Assays

Create AS Batch

Remove AS Batch

{l Gl

Cancel

Help

:

| (= =

o0000
QIAGEN

An integrated run consists of one or more integrated batches. An integrated batch is a
combination of one or more SP batches and one AS batch. Hence, the eluates of several
SP batches can be processed in one AS batch.

To define an integrated batch, follow the steps below:

1. Load a tube carrier. The loaded batch is displayed on the touchscreen.
2. Assign assays to sample positions.

3. Create an AS batch for the related SP batch(es).

Create AS Batch

4. Queue the integrated run.

oK

Assigning assays to sample positions
Assays can be assigned to samples using:

e Favorite assays
e The Assay Assignment screen (manual assignment)

e Work lists

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

270



Favorite assays

First, you need to set up a list of Favorite assays and then follow the steps below (see
Section 4.5).

1. Select the desired SP batch(es).

2. Select the desired Favorite assay.

Assigning assays using the Assay Assignment screen
1. Select the SP batch.
SP Batch 2

2. Press Define Assays in the Integrated Setup screen.

3. The Assay Assignment screen appears. Here, assays can be assigned fo specific
sample positions.

Define Assays

4. Select the sample positions to which the assay should be assigned.

These will be shown in light blue before selection and darker blue after selection.

21 1021

22 1022

5. Alternatively, select all the samples by pressing Select All.

Select All \

6. Select the desired assay from the “Assays” list.

The selected assays will be assigned to the selected positions. A number will appear
in the bottom right corner of the assigned sample positions. This number indicates
the number of assays that have been assigned to a particular sample.

7. Press OK. The OK button becomes inactive when at least one conflict exists.

OK
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Assigning assays using work lists

If a work list(s) is used, assays are automatically assigned to samples via their written bar
code(s), as defined in the work list(s). Those batches that have assays assigned to them
by work lists are marked with a work list symbol in the Assays column (circled in the image
below). Depending on the configuration, the assignments can be edited in the Assay
Assignment screen by pressing the Define Assays button.

Integrated Setup

Overview Reset SP Batch

[

Statu:
Favorites:

Assay AS Batch
SP Batch 1 LOADED MULTIASSAY [ Edit Samples ]
Details

Panel
0011 Define Assays
panel Create AS Batch

READY TO " 1001 3

i S Remove AS Batch

READY TO

LOAD Test

Test

RNA-1 Cancel

READY TO
LOAD

Test
Virus-A (110ul)
Help

1 o]

Test
Virus-B (110ul)

i

Test
e i

Note: Based on configurations settings, a warning might appear if the sequence
recognized in the sample carrier is not the same as the sequence of samples in the work
list.

Note: If the work list has been assigned, the Assay Conftrol Set is automatically assigned
to samples for which the sample ID matches a defined sample ID in the work list.
Depending on the configuration setting, it might not be possible to change this
automatic assignment.
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Creating AS batches

An AS batch can be created either from a single SP batch or from more than one SP
batch.

To create an AS batch, follow the steps below.

1. Inthe integrated setup Overview screen, press one or more SP bafches to select
them.

2. When selected, the batch button(s) will change to gray.

5P Bakch 2

3. Press the Create AS Batch button.

Create AS Batch

An AS batch will be created for the selected SP batches. A number will appearin
the AS Batch column. This number indicates which AS batch a particular SP batch is
linked to.

| Details |

4. Press OK.

The created integrated batches are queued. Afferwards the Main Screen appears.

oK

Note: To unlink an AS batch from an SP batch, press the SP batch(es) to select them,
and then press Remove AS Batch.
Defining internal controls

1. First load the internal controls into “Slot A” of the “Sample” drawer.

2. PressIC in the Integrated Run tab. The Sample Preparation/Internal Controls screen
appears.

3. Press the loaded internal control(s) to select them.
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1 50-002 |C &
@ BD#3520 . P 17=100

4. If the tube type differs from the default, press the IC Tubes button, and select a
tfube type.

Inserts/IC tubes:

Tuke
Insert 00

Tuke
Inzert 01

5. Select aninternal control from the Internal controls list. The selected internal control
will be assigned fo the selected loaded internal control(s).

Internal controls:

In
Use

S0-002
IC &

* Optional

6. Press OK.

The selected internal controls will be assigned to the selected internal control tubes.
The Main Overview screen appears again.
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Starting an integrated run

1. Load the QlAsymphony SP worktable (see Section 9).
2. Start the integrated run by pressing Run.
3. While the integrated run is being processed, load the QlAsymphony AS worktable.

Modifying an integrated run

If an integrated run has already been defined, the Integrated Run screen displays the
status of all defined integrated batches and the relationship between SP and AS batches.

o

Integrated Run

sample Preparation

Assay Setup

Reset SP Batch

Faworites:

| Fanel 0-0-1~1

i Carrer 2 P C Car
fintegrated 2000006 3000003 R S
a1 Fe ke Pl 1-0-0-1
SR . Define Assays
Startrun now Integrated Batch fnished in 10 min

Overview

i

inegrated | 2000005 5000004 = Create AS Balch
— Test AlA-0.
Load AS in 10 min Intes " Remove AS Batch

Inegated Btch ished n 21 min
| R

- (NG ACE)

dany |

eseee
QIAGEN

essss
QIAGEN

1. Press Modify Run. The Integrated Setup screen appears and displays an overview of
the defined batches.

ModIify Run

Use the Remove AS Batch button to remove an AS batch from the integrated run of
the related SP batch (the SP batch will remain unchanged).

This button is unavailable if the AS batch has been started.

Remowve AS Batch

3. The Edit Samples button allows bar code reading errors for sample tubes to be
resolved. In addition, sample IDs, sample types, and sample labware can be
modified.

Edit Samples

|

4. Assign the assay to all samples of a batch via the favorite buttons.
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Faworites:

[ Demo_S'W4 0 Assay J

Alternaftively, if assay Favorites are not used, define assays for a batch.

Define Assays

5. Use the Create AS Batch button to assign an AS batch to one or more SP batches.

Create AS Batch

Note: After creation of the AS batch it is important to check in the Assay Setup/Loading
Information screen to confirm if the loaded full process controls will be dispensed to the
correct position on the assay rack. To do this, press the Sample button and check the
individual positions for correct Type (EC+ or EC-).

Important: It is possible to change the order in which batches of an integrated run are
processed by manually unloading, reloading and redefining an integrated batch.

Important: Be aware that if you use the functions Modify Run and Create AS Batch after
anintegrated run has been queued, the orderin which SP and AS batches are processed

by the system may be different to the order in which batches would be processed if AS
batches were created before queuing the integrated run.

For more detailed information, refer to Appendix D.

Note: At least one assay has to be assigned to samples of the QIAsymphony SP batch.
Note: This action can also be performed for completed QlAsymphony SP batches,
allowing automated assay setup of samples for which purification has already been

completed.

13.3.2 Loading an integrated run

First, load the QlAsymphony SP. Then load the QlAsymphony AS. (Optional: Load the
QIAsymphony AS when the QlAsymphony SP is running).

This section outlines how to load samples, reagents and consumables onto the
QIAsymphony AS.
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In addition, the Loading Information screen provides an overview of which labware,
consumables and adapters are required for a run. The number and type of filter-tips that
are required is displayed. Press a particular slot for more detailed information.

Assay Setup | Loading Information

Load required tips, sample and assay racks, and reagents

Eluate + Reagents Assays Tip Information

1 Sample 4 Assay
;{< Press for more information 200 4l ””
QIA#19588 *EMTR
Required 129
Available 239 Cooling
Missing [}
o | 2 sample o | 5 Assay
;{: Press for more information ;%; Press for more information e ””
IA#19588 *EMTR ABI#N8010560 *PCRI6 Of |
= pace Required 0
. . E
Missing 0
° 3 Reagent ° 6 Assay :
1500 pl He
;‘}4 Press for more information %; Press for more information - 2
Reagent Holder 1 QS ABI#N8010560 *PCRI6 Optical Required 0
Available 29
Missing 0 vocon
QIAGEN

Viewing sample racks
Sample slots

Press a sample slot for detailed loading information. A schematic diagram of the sample
rack appears. Press an individual position to view information about a particular sample.
You can also use the arrows to select a position. When Sample is pressed, the sample ID,
sample type, status, and sample volume are displayed, as well as the assay to which this
sample has been assigned.

To view information about all of the samples in the sample rack in tabular format, press
List View.
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8
B-®
-

Plate View

List View

Cancel

Press on tube
positions
for details

Load

Rack ID 51.3000017_0000sim

Rack type QIA#19588 *EMTR

Adapter type Elution Microtube Rack Q5

e

Adapter avallable N0

Labware category Deep Well

seene
00000
QIAGEN

Note: The sample rack is fransferred from the QIAsymphony SP fo the QlAsymphony AS.

Therefore, the sample rack does not need to be loaded onto the QlAsymphony AS for
an integrated run.

Loading assay rack(s)

“Assay" slots

Press an assay slot for detailed loading information. A schematic diagram of the assay
rack appears. Press an individual position to view information about the sample at that
position. You can also use the arrows to select a position. When Sample is pressed, the
sample ID, sample type, status, and volume are displayed, as well as the assay to which

this sample has been assigned.

Load assay rack into the correct adapter on slot 5

2 o Available Rack types
ERNNY
-  Default
= e (e )
E} E]
Automatic ID
- s £C S
E] - 5 EC AC
Press on tube % £ (S ECH NIC Cancel
positions w Other
for details
AB#0600
Rack ID » Define rack 1D [*PCRIG
ABI#NE010560 *PCRI6 Optical
Rack type [ aas0700
Adapter type PCR Plate 96 QS [*PCRIE LowPro
Adapter avallable 10
4840800
|*PCRIG SkirtLowPro
e0000
v o000
QIAGEN
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To view information about all of the positions in the assay rack in tabular format, press List
View.

Assay racks

The required number of assay rack(s) is calculated by the software. The maximum
number of assay racks is 3.

Assay Setup | Loading Information

Load required tips, sample and assay racks, and reagents

Eluate + Reagents Assays Tip Information
1 sample 4 Assay
S | press for more information 2001 Tm
QLA#19588 *EMTR
Required 129

Available 239 Cooling
0

Missing

2 Sample o |5 Assay
% & e 50l ""
2 | Press for more information B | press for more information ok
114419588 *EMTR ABI#NBO10560 *PCRI6 Optical
& it Required 0
Available 9%
Missing (]
3 Reagent o | & Assay ——
¥ 1500 pl Help
3K | pres " ok
Reagent Holder 1 QS ABI#N8010560 *PCR96 Optical Required 0
Available 29
Missing 0 o000
QIAGEN

Loading information screen with assay racks assigned to slot 5 and 6.

“"Assay” slots are assigned automatically by the software, the assignment cannot be
changed by the user. The assignment depends on the processing workflow. Slot 5 is
processed first, then slot 6, and then finally slot 4.

Assigning assay racks

1. Open the “Assays” drawer. Temporary cooling for the defined slofs is started.

2. Inthe "Assay Setup/Loading information” screen, press the first *Assay” slof to be
loaded (highlighted yellow). Detailed loading, information for the slot is shown.

5 Assay

Press for more information

ABRNE010560 *PCRIE Optical

3. Assignrack ID.

Rack ID
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Automatic ID

4. Place the cooling adapter with empty strip tubes (without caps) on the correct
“Assay” slof.

Ensure that the appropriate adapter is used with each assay rack.

5. Press Load. The Assay Setup/Loading information screen appears again. The
loaded slot is now blue.

Load

6. If more assay racks have to be loaded, repeat steps 2-5 for the second assay slot.

7. Leave the "Assays” drawer open to enable loading of disposable filter-fips.

Note: The required amount of strip tube segments (each consisting of four strip tubes) and
corresponding positions will be displayed. Ensure that the correct positions are used. The
positions will not be checked during the inventory scan.

Assigning assay rack ID(s)

The assigned assay rack ID will be used to create a rack file. The name of the rack file is
“RackFile_rack ID™.

Note: Be aware that some symbols may not be used in the rack file name and some
symbols will be converted.

To assign rack IDs, follow the steps below.

1. Press Rack ID.

Rack ID

The Manual Input screen appears.

Manually enter an assay rack ID. Alternatively, use the bar code scanner to enter a
rack ID.
The entered assay rack ID will appear in the corresponding "“Assay” slot and the slot

will now appear blue.

2. Press the Automatic ID button. The software will automatically assign an ID with the
format “SlotNr_RunID_Suffix” (e.g., S5_1000017_0000).

Automatic ID
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Arack ID is automatically assigned to the selected “Assay” slot(s) and the slot(s) will
now appear blue.

Loading reagent slots

Note: Ensure that the correct labware is used. Use of labware that is different from that
defined in the Loading Information screen may result in an error during preparation or
fransfer of the master mix. This could result in damage o the QlAsymphony AS.

To load a reagent adapter with reagents, follow the steps below.

1. Open the “Eluate and Reagents” drawer.

2. Inthe Assay Setup/Loading information screen, press the “Reagent” slot (shown in
yellow). The detailed loading information for the slot is shown.

Assay Setup | Loading Information

Load required tips, sample and assay racks, and reagents

Eluate + Reagents Assays Tip Information

1 Sample 4 Assay
3{.; Press for more information 200 pl ' ’”
QIA¥19588 *EMTR
Required 129
Available 239 Cooling
Missing 0
2 Sample ° 5 Assay
S | press for more informaton 8 | press for more information G ”” oL
LA#19588 *EMTR ABI#NBO10560 *PCRI6 Optical
o i Required 0
Available 9%
Missing 0
3 Reagent ° 6 Assay
¥ 1500 pl Help
;,}_; Press for more information Sk | press for more information
Reagent Halder 1 QS ABI#NBO10560 *PCRI6 Optical Required 0
Available 29
Missing ] veooe
QIAGEN

3. Place the appropriate precooled reagent adapter onto the defined "Reagent”
slot.

4. Press the "Reagent” slot(s) to view detailed information about the required
reagents, tubes, and corresponding volumes. The Loading Reagents screen
appears. A schematic of the reagent adapter that will be used is displayed on the

screen.
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Plate View

Q® 00
(o1 (2 A6 A6

List View

Assign Kits

@06 09

Cancel

Press on tube positions for details

Reagent 1347 il master mix with IC

slot 3
Adapter  Reagent Holder 1 QS
Assay PCR_7_96well

-
H

Tube Type QUA#997102 ¥T2.0 Screwskirt
20080

QIAGEN

5. Press an individual position to view loading information for that particular position.

The position will change from blue to white and detailed information about the
reagent, tube type, and volume for that position on the adapter will be displayed
in the table.

6. To view loading information about all reagents for a particular assay, press List view.

List View

7. Load the required reagents and empty tubes in the defined positions.

8. Press Load.

Load

The Assay Setup/Loading information screen appears again. The loaded slot is now
shown in blue.

9. If asecondreagent rack has to be loaded, repeat steps 1-10 for the second
“Reagent” slot.

10. Leave the “Eluate and Reagents” drawer open to enable loading of disposable
filter tips.
Entering reagent kit bar codes

The Assign Kits button includes an exclamation mark when the kit bar code is not
assigned. To enter a reagent kit bar code for each assay, follow the steps below.

1. Switch fo List View, or press the Assign Kits button.
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Assign Kits

Assay Setup | Loading Reagents

Load reagents and appropriate tubes into required positions on slot 3

- Plate View
—— o | PCR7.96well | PCRBS6well | All Reagents
f — List View
5 slot | Pos. ‘ Reagent | Tube type | Volume ‘ ~
3 AT master mixwith IC | QIA#997102 *T2.0 Screwskirt 1347 pl
3 Bl Pos. trol QIA#997102 *T2.0 ScrewSkirt 27l
3 €1 NTC QIA#997102 *T2.0 ScrewsSkirt 27 pl
3 | A Qs QIA#997102 *T2.0 Serewskirt 274
y | B2 Qs2 QLA#997102 *T2.0 ScrewSkirt 27 pl
3 a2 g2 QIA#997102 *T2.0 SerewSkirt 270 Cancel
master mix with IC formula
Master 917.7 4l (e
Primer1 305.9 pl —_
Ic 1224l v
Help
Kit bar code:
i Product Id:
Lot No.:
00000
QIAGEN

2. Press the Kit bar code field.
3. Manuadlly enter the bar code, or enter a bar code using the bar code scanner.

4. Press OK to return to the Loading Reagents screen. If the bar code scanner was
used, the Loading Reagents screen will automatically reappear.

5. The software validates the kit bar code of known format and checks the lot number
and expiration date.

Note: Entered kit bar codes, including additional information (i.e., expiration date,
product number and lot number), are tracked in the result file.

Note: For QIAGEN kits, do not mix kits with different lot numbers in one run.

Loading disposable filter-tips

Up to 6 tip racks can be placed in the "Eluate and Reagents” drawer and the "Assays”
drawer (i.e., a fotal of 12 tip racks). Tip rack position, fip type and number of tips are
detected during the inventory scan. The number of tips required varies depending on
the assay(s) being run.

Three different types of disposable filter-tips can be used on the QIAsymphony AS — 50
pl, 200 yl and 1500 pl. Tip information is displayed on the right side of the Loading
Information screen. For each tip type, the number of required, available, and missing tips
is listed.

We recommend that you load more ftips than the actual number of required tips
calculated by the software. Filter-tip consumption can be affected by some processes
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on the QIAsymphony AS (e.g., liquid-level detection). In addition, we recommend to load
tips preferably in rear tip rack slots. For more information about tip loading press the Tip
Information button.

Important: For FDA cleared or approved nucleic acid tests, use tip rack positions 1, 2, 3,
7.8 and 9 in the QlAsymphony AS drawers (see figure, page 212).

Tip Information
200 pl ””

Required 0
Available 122
Missing 0
ou TV
Required 0
Available 96
Missing 0
1500 pi ' ' ' '
Required 0
Available 29
Missing 0

Note: The number of individual tips is displayed, and not the number of tip racks (one tip
rack contains 32 fips).

Note: The number of available tips is calculated by the software based on the previous
run and inventory scan. If the number of available tips does not correspond with the
number of required tips, a message will appear during the inventory scan.

To load a disposable filter-tip rack, follow the steps below.

1. If not already open, open the “Eluate and Reagents” and/or the “Assays” drawer.
2. Hold the tip rack with 2 fingers, using the grips.

3. Gently squeeze the tip rack and place it into a tip rack sloft.

Note: Ensure that the tip racks are properly seated in the tip rack slot and the plastic
protrusions are not damaged so that the tip racks will be identified during the inventory
scan.

Important: For FDA cleared or approved nucleic acid tests, use fip rack positions 1, 2, 3,
7.8, and 9 in the QlAsymphony AS drawers (see figure, page 212).
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13.3.3 Checking cooling temperatures (optional)

Cooling temperatures are shown in an overview screen.

Press the Cooling button in the Loading Information screen. The Temperature Status
screen appears.

The QlAsymphony AS automatically starts cooling after the adapters have been loaded
virtually on the touchscreen. The current temperature of the cooling positions is updated
in real time. If the current temperature is outside the target temperature, the slot will
appear yellow. If the current temperature is within the target temperature the slot will
appear green.

The target temperature is defined in the assay definition and cannot be changed using
the touchscreen.

The cooling settings for "Sample”, “Reagents” and "Assay” slofs can be switched on, if
the rack is not yet loaded (precooling).

Note: The temperature of the cooling positions throughout an assay run is documented
in the result file.

To switch cooling on, follow the steps below.

1. Press the snowflake button to the left of the cooling position to be switched on.

Cooling for that position will be switched on, and the slot will appear black.

Assay Setup | Temperature Status

Check temperature and change cooling settings if required

Eluate + Reagents Assays
2 Cooling position 5 Cooling position
o o

3 Cooling position 6 Cooling position Help

‘ 5.7°C current ‘ ‘ 5.2°C current ‘

2. To switch cooling off again, press the snowflake button to the left of the cooling
position to be switched off.

The snowflake button will appear gray.
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Note: If arack is loaded, cooling cannot be switched off.

13.3.4 Removing assays after an AS run

When an assay run is completed or canceled, the assays must be removed from the
“"Assays” drawer. The assays will not be automatically removed from the QlAsymphony

AS.

If the status of arunis shown as "Queued”, “Stopped”, or “Completed”, the assay rack(s)

and adapter(s) can be removed.

1. Open the “Assays” drawer.

The Assay Setup/Loading Information screen appears.

Unload all racks and reagents
Eluate + Reagents Assays
1 Reagent 4 Assay

o | 2 sample o |5 Assay

:{g Press for more information ':}; Press for more information

QUA¥#19588 *EMTR QUA¥981103 *StripTubes 0.1
1-29 (8 Segments)

3 Reagent 6 Assay

;*; Press for more information
Reagent Holder 1 QS

Tip Information
ou T
Required 0
Available 67
Missing 0
200 yl ' ' ' ‘
Required )
Available 246
Missing 0
1500 pl ' ' ' '
Required 0
Available 32
Missing 0

Cooling

[~ ]

sosee
QIAGEN

2. Press the first assay rack to be removed.

5 Assay
Press for more information

QLA#9E1103 *StripTubes 0.1

1 - 29 (8 Segments)

The detailed screen for the slot appears.
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Unload rack from slot 5

1 4

;
3 6

[]
)

*

Press on tube

positions
for details

Rack ID
Rack type
Adapter type
Sample
Adapter available

Plasticware

Number of plasticware

$5.3000047_0000sim
QIA#981103 *StripTubes 0.1
RG Strip Tubes 72 Q5

yes

1-29 (8 Segments)

Strip

Plate View

List View

Cancel

00

Help

eoo0e
00000
QIAGEN

3. Press Remove and unload the rack.

Remove

The Assay Setup/Loading Information screen appears again. The “Assay” slot now
appears white and slot cooling is turned off.

tup | Loading Information

Unload all racks and reagents

Press for more information

Ko

QIA#19588 *EMTR

o

Eluate + Reagents Assays
1 Reagent 4 Assay
2 sample 5 Assay rack

Press for more information

QUA#981103 *StripTubes 0.1

1-29 (8 Segments)

3 Reagent

Press for more information

¥

Reagent Holder 1 QS

6 Assay

Tip Information

o T

Required 0
Available 67

Missing 0

2001 m

Required 0
Available 246
Missing 0
1500 pl ' ' ' '
Required 0
Available 2
Missing 0

Cooling

[~ ]

20ERE
eeo0e
QIAGEN

4. Close the "Assays” drawer. Press Scan. A dialog box appears.

Scan
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@ Do you want to start the inventory scan?

Tip Racks left Yes

I )
& &

Tip Racks right Yes

Adapters left Yes

Adapters right Yes

Reagents LLD Yes
Scan Cancel

5. Select Yes for Adapters right only.

6. Press Scan.

Unloading the worktable

After the inventory scan is performed, the Assay Setup/Loading Information screen
appears again.

Proceed as follows:

1. Open the “Eluate and Reagents” and "Assays” drawers. The Loading Information
screen appears.

2. Press asample rack to be removed.

2 Sample
Press for more information

SARS72 694 “T2.0 Screw Skirt

The detailed screen for that slot appears.

3. Unload the selected sample rack from the drawer and then press Remove in the
fouchscreen.

Remove

If there is a second sample rack, repeat this process for the other rack.
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4. Press areagent rack to be removed.

3 Reagent
Press for more information

Reagent Holder 1 QS

The detailed screen for that slot appears.

5. Unload the reagent rack from the drawer and then press Remove in the
touchscreen.

Remove

If there is a second reagent rack, repeat this process for the other rack.

6. Remove empty tip racks.

Remove

7. Empty the fip disposal bag.

8. Close the drawers and press Scan to perform an inventory scan.

Scan

When the inventory scan is complete, the Assay Setup/Overview screen appears.
il ==
ﬁ 26:}L57ED ;;o;sz e: !_:d\:lgto_Tvaining ;;:.sam g'o”;o:m

Integrated Run

Sample Preparation | Assay Setup

Indl
Cooling

Eluate + Reagents Current Temperature Target Temperature
Slot 1 == ==
Slot 2 46°C 4.0°C
Slot 3 46C 4.0°C
[ v
Assays Current Temperature Target Temperature
Slot 4 - --
Slot S 46°C 4.0°C
Help
Slot & == =
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9. Press Remove in the Assay Setup/Overview screen

'Remove
If more QlIAsymphony AS runs are to be performed, proceed with loading the next

QlIAsymphony AS run.

Note: The loading instructions for the next QIAsymphony AS run are already displayed. If
is possible but not necessary to proceed with loading the next batch now.

Note: In integrated mode, the sample rack staying in the QIAsymphony SP cannot be
removed in this step.

13.3.5 Procedure after run completion

After the inventory scan is performed and the Assay Setup/Loading Information screen
appears again, follow the steps below.

Note: The integrated run must be removed on the touchscreen otherwise the "“Eluate”
drawer is not accessible.
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QIAsymphony AS

1. Remove the elution rack, including adapter, from the “Eluate” drawer.
2. Remove the reagent tubes including adapter(s).

3. Replace the tip disposal bag after each run.

QIAsymphony SP

1. Remove consumables, reagent cartridges and buffer boftle.

Note: Be sure to seal reagent cartridges with Reuse Seal Strips. Store partially used
reagent cartridges according to the Insfruction for Use (Handbook) of the assay
you are using.

2. Empty the liquid waste container.
3. Unload the unit boxes from the “Waste" drawer.

4. Unload elution rack.
13.3.6 Pausing, resuming, and stopping an integrated run

Pausing a QlAsymphony SP or a QIAsymphony AS run

A run on the QIAsymphony SP or the QIAsymphony AS can be paused by pressing the
Pause SP or Pause AS button in the Integrated Run screen. If a QlAsymphony SP or a
QlIAsymphony AS run is paused, the pipetting step is completed before the run pauses.

The screen below is displayed when the Pause SP or Pause AS button is pressed.
Note: Pausing a run will result in all samples being flagged as “unclear”. For FDA cleared

or approved nucleic acid tests, Rotor-Gene AssayManager will invalidate all “unclear”
samples.
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’ Integrated Run ‘ A\ sample Preparation A\ Assay Setup | Tools ‘ Log Out ‘
Overview
P Carr > Carrier 2 SP Carr P Carrier A
3‘"“ 2000006 3000003
Batch 1 COMPLETED PAUSED
Modify Run
£ —— —-—
Investigate and press ‘Continue AS' now Integrated Batch finished in less than 1 min
Pause SP
Integrated | 2000005 3000004
Batch 2 RUNNING QUELED
Load AS in less than 1 min Integrated Batch finished in 10 min
Continue AS
Stop AS

Help
o

eseee
QIAGEN

If the run is paused, two options are available: the run can be resumed or stopped.

Note: Pausing a runinterrupts the sample preparation or assay setup procedure and may
affect the performance.

Note: Only pause arunin an emergency.

Note: Processed samples will be flagged as “unclear” as soon as the QlAsymphony SP or
QlAsymphony AS is paused and the run is resumed.

Note: Pausing a run will result in all samples being flagged as “unclear”. For FDA cleared
or approved nucleic acid tests, Rotor-Gene AssayManager will invalidate all “unclear”
samples.

Resuming a run
To resume a run, press the Continue SP or Continue AS button. Processed samples will be

flagged as “unclear” as soon as the QIAsymphony SP/AS is paused and continued.

Note: Pausing a run will result in all samples being flagged as “unclear”. For FDA cleared
or approved nucleic acid tests, Rotor-Gene AssayManager will invalidate all “unclear”
samples.
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Stopping a run

If a QlAsymphony SP or QIAsymphony AS run is paused, press the Stop SP or Stop AS button
fo stop the infegrated run. On pressing Stop SP, all batches currently being processed will
be stopped, although AS batches previously started will be completed. On pressing Stop
AS, all SP batches currently being processed will be completed.

AAssay - TOOI

{ A\ Integrated Run \ ASample Preparation

Overview
P Carrier 2 F r

P Carr rler 3 > Carrier A
Integrated 2000006 3000003 —_—
Batch 1 COMPLETED STOPPED
Remove Run
I N

Analyse, remove and cleanup now Integrated Batch finished

Integrated EPTLILI 3000004 A
Batch 2 STOPPED TO BE REMOVED
—-— I

Analyse, remove and cleanup now Integrated Batch finished

If the run is stopped, all processed samples are flagged with “invalid”. It is not possible to
process these samples further.

After stopping a QlAsymphony SP or a QIAsymphony AS run or if the run stops due to an
error, the buttons of the affected drawers flash. Press the flashing button(s) to display the
warning or error messages.
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13.4 Performing inventory scans (AS)

An inventory scan of each drawer of the QlAsymphony AS must be performed before an
assay run can be started. This is performed in the same way as for the QIAsymphony SP
drawers.

13.4.1 Inventory scan of “Eluate and Reagents” drawer

The inventory scan of the "Eluate and Reagents” drawer consists of the following steps in
the following order:

1. Bar codes of slots 1-3 or bar codes of adapters on slots 1-3 are scanned.

Note: For a particular slot, either the bar code of the slot is scanned or, if an adapter
is present on the slof, the bar code of the adapter is scanned.

® Bar codes of slofs 1-3 are scanned to determine whether the slots are empty or
occupied.

® Bar codes of adapters on slofs 1-3 are scanned to determine whether a
particular adapter type is present on a particular slot.

® |f the expected and current status of the slots/adapters do not match, a
message will appear to prompt the user to correct the problem.

Note: The QIAsymphony AS is not able to identify the type of consumables on the
adapter. It is therefore important that the correct plates/tubes are loaded on the
adapters, as defined in the software.

2. Tip rack slots are scanned.

® The disposable filter-tips are scanned to ensure that the correct tip type has been
loaded and that there are sufficient filter-tips available for the defined assay run.

e |f afipis detected in the first and last position of the tip rack, the tip rack will be
categorized as full. If the first or last tip is missing, a full scan will be performed to
determine the number of tips in the fip rack.

e |f there are not enough filter-tips of the correct type available, a message will
appear on the touchscreen prompting the user to load more tips.
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Partial inventory scan

If you need to repeat an inventory scan for the “Eluate and Reagents” drawer (e.g., if a
change has been made on the worktable), you can perform a partial inventory scan.
You can choose to scan the following worktable items separately:

e Tip Racks left

e Tip Racks right

e Adapters left

e Adapters right

® Reagents LLD

@ Do you want to start the inventory scan?

No

Tipp Racks left Yes

[

Tip Facks right Yes Mo

Aclapters left Mo

i

Mo

:

Aclapters right

Feagents LLD

Mo, nothing changed

(L
|

-

13.4.2 Inventory scan of the "Assays” drawer

The inventory scan of the "Assays” drawer is performed on slofs 4-6 as for slots 1-3 of the
“Eluate and Reagents” drawer.

If an inventory scan of the "Assays” drawer needs to be repeated, it is also possible to
perform a partial inventory scan where fip racks and adapfers can be scanned
separately.

After the inventory scan has been performed, the inventory of the QIAsymphony SP/AS
insfruments is updated. The system swifches off temporary cooling for the slots and
switches on cooling for loaded slots.

Note: The inventory scan must be performed before a run can be started.

For information about the inventory scan, see Section 9.5.
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13.4.3 Transfer to a PCR cycler

After assay setup, assays are removed from the QlAsymphony AS and are manually
fransferred to the Rotor-Gene Q MDx for detection. Result files can be exported from

QIAsymphony SP/AS instruments fo the Rotor-Gene Q MDx.
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14 Instrument Troubleshooting

14.1 Error messages and warnings

If a problem occurs during operation of the QlAsymphony SP and/or AS, an error
message or warning will appear on the touchscreen. More information about the
different symbols that may occur in error messages is provided below.

14.1.1 Messages
During operation of the QlIAsymphony SP/AS instruments, messages may appear that
provide the user with general information, inform the user that operator input is required,

or provide information about warnings and errors. Each type of message contains a

symbol for easy identification by the user.

This symbol is displayed if the message contains information about an
error.
This symbol is displayed in warning messages.

This symbol is displayed if input by the user is required.

This symbol is displayed if the message provides the user with

Q> P

information.

If the error has an error code it is displayed on the left side of the message, below the

error symbol (see below). The error message is displayed in the middle of the dialog box.

A HNo filting found for ix for assay definition *AD_S1_FSR1Artus’ (assay info
..‘exn).

.
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14.1.2 Errors indicated in the status bar

In some cases, errors are indicated by the drawer buttons flashing yellow in the status
bar. Press the flashing button to view the error message and follow instructions.

14.1.3 Errors indicated in the tab headers

The different tab headers support an error indicator within the tab. Thus, in some cases,
errors are indicated by a warning sign icon next fo the tab header name.

14.1.4 Errors indicated in the command bar

In case of an error, a warning sign icon will be displayed within the menu button affected,
next to the name.

Switch to the affected tab, or press the command bar button concerned, for an
overview of the error situation within the dialog.

14.1.5 Messages with Help button

If a message appears with a Help butfton, the user has access to instructions about how
to solve the problem.

Proceed as follows:

1. Press the Help button. A new message will appear.

=)

Problems have been detected during instrument startup.
Do you want to restart the instrument(s)?:

W80056: The system detected, that labware file{s) are missing or inconsistent.

Yes Mo

2. Carefully read the instructions and then press OK.
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3.

Check if the hood and-or at least one drawer was open during the start-up. In that case close the hood and/or
draseers and press "Yes' to restart the system. If any files (&g, labware files, assay control sets, protocols)
are missing or defective, press "No" and substitute, delete or add the respective file{s) on the instrument.

In all other cases leave the "Help'-message box and preas "Yes" to restart the system.

IF this error occurs multiple times or problems occured during file management, contact the GIAGEH technical

services.
0Ok

Close the message and follow the instructions.

Note: To read the message again, select Instrument Report in the Tools screen. Then
select the Errors tab. Recent error messages will be listed there.

Tools | Instrument Report

Error

Overview Protocols Labware | Hardware

Configuration

Inventory Counters

VWO8EB
QIAGEN

14.1.6 Messages without Help button

If a message appears that does not have a Help button, perform one of the following:

Confirm the message and then follow the instructions that were outlined in the
message.

If the message has an error code, follow the instructions listed in Section 14.4, Section
14.5, Section 14.6 and Section 14.7.

Note: If a message appears that has an error code that is not listed, contact
QIAGEN Technical Services.

If the message does not have an error code, refer to Section 14.4 for context-
specific errors and associated instructions.

Call QIAGEN Technical Services if recommended or required.
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14.2 Software help boxes

In order to assist and guide the user, the QIAsymphony SP/AS provides a software help
for all screens.

To access the software help texts, press the Help button in the command bar, which
appears in all screens. Pressing this Help bufton will open a dialog in front of the actual
screen. The displayed text within the help message gives advice on how to handle the
current screen. To return to the original screen, press OK inside the help dialog.

Information | Message History

Batch loading:

«Insert a plate or tube carrier(s) into the "Sample" drawer.
* Alternatively, select "Wizard" for step-by-step guidance.

Batch definition:

* Select the corresponding SP batch to define a customized workflow.

*To process an Assay Control Set for all selected batches with the default sample
tubes, press "Fast Setup".

Note: Only the "Supervisor" has access to change the default sample tube types.

Help dialog.

14.2.1 Structure of software help boxes

A help box consists of a maximum of 5 different tabs (in the following sequence): Errors,
Information, Instruction, Check List, and Message History.

Errors Displays additional information on dialog content
that is marked as erroneous. The tab filters the
information for selected positions, if they exist.

Information Displays notes about the screen’s behavior
and/or information about the screen’s view. The
help text describes options for the user in context.
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Instruction Shows a detailed description of the steps the user

will need to execute.

Check List Includes a selection of different topics the user

may check for the actual context. The particular
checks described within the checklist do not
need fo be rigorously executed.

Message History All last messages can be viewed again by

selecting the respective message.

Note: A software help dialog may consist of fewer than the 5 types of text.

14.3 Contacting QIAGEN Technical Services

If an error persists and you need to contact QIAGEN Technical Services, make a record

of the incident and create an instrument report file.

14.3.1

Make a record of the incident

1. Note down all steps that were performed before and after the error occurred.

2. Document any messages that appeared on the touchscreen.

Note: It is important that you can tell us the error code and the associated text. This

information will help the QIAGEN Field Service Specialist and Technical Services to

resolve the error.

Note: In some cases the software does not list the error message on the

touchscreen. The error is documented in the system log file either for the

QlAsymphony AS or QIAsymphony SP.

Note: It is possible to view the last message in the Help dialog, Message History.

3. Note the date and time at which the error occurred.

4. Provide a detailed description of the incident. For example, provide a photograph

of the worktable and record the following information:

Where on the QlAsymphony SP/AS instruments did the error occur?

In which step of the protocol did the error occure

What was observed (e.g., has something broken, are tips or sample prep
cartridges in unusual places on the worktable?2) and what was expected?
Was there any unexpected noise?
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5.

In addition, if relevant, provide the following information.

e |f fips were lost during pipetting, provide the lot number and tip type.
®  Were tip racks manually refilled?
® Which reagent adapter, including manufacturer and ordering number, was

used?

® Which sample and eluate racks, including manufacturer and ordering number,

were used?

® Which assay rack, including manufacturer and ordering number, was used?

14.3.2 Creating an instrument report file

If you are requested by QIAGEN Technical Services to create an instrument report file,

proceed as follows:

1.
2.

Log in fo the instrument (s).

Select Instrument Report in the Tools menu. The Overview fab of the Instrument
Report menu appears and instrument data will be retrieved.

Tools | Instrument Report

QIAsymphony SP and AS “
AS
Serial number:  0000sim ; 0000sim Software version:  5.0.3 {development)
Free memory:  2176.6 MB; 2176.4 MB Free disk space: 0.0 MB
Contact information for Technical Service
1f you need technical assistance, contact QIAGEN Technical Service. Local contact information for your time zane (Europe/Zurich) is
Techservice-eu@qiagen.com. For telephone support contact your local Technical Service hotline.
Create instrument report files
To create an instrument report file to send to QIAGEN Technical Service that includes data from the past X days, enter the number X
below, and press "Create”. To save the resulting instrument report file directly to the USB stick, insert the USB stick and press “Create +
Save To USB" instead of “Create”
Number of days: |1 Create ] { Create + Save To USB } Help
0000
QIAGEN

To create an instrument report for the QIAsymphony SP, select SP. To create an
instrument report for the QlAsymphony AS, select AS.

Enter the number of days for which you want the instrument report file to cover.

Press Create, or to save the file directly to the USB stick, insert the USB stick and then
press Create + Save to USB.

To download allinstrument report files to the USB stick, see Section 7.3.2. Instrument report

files can also be downloaded using the QIAsymphony Management Console (see
Section 22).
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Note: If an instrument incident (i.e., problem, crash, efc.) occurs, generate an instrument
report file and ensure that all files and information are available for QIAGEN Technical

Services.

14.4 General errors that do not have error codes

Error

Comments and suggestions

The startup screen
does not appear
and the status LEDs
are not illuminated.

Error occurs during
an assay run.

Error occurs during
a protocol.

Contact QIAGEN Technical Services.

An assay run was in progress on the QIAsymphony AS and
an error occurred. The QlAsymphony SP/AS instruments
must be switched off. Upon restarting the instruments, it is
not possible to continue with the assay run or a protocol
that was in progress at the same time on the QlAsymphony
SP.

If a protocol was in progress on the QlAsymphony SP and
an error occurs, the QIAsymphony SP/AS instrument must
be switched off. Upon restarting the instruments, it is not
possible to continue with the protocol or an assay run that
was in progress on the QIAsymphony AS.

14.4.1 File handling errors

Error

Comments and suggestions

USB stick or other
USB device was not
recognized.

Signature
invalid/Invalid
checksum.

Only use the USB stick provided with the QIAsymphony SP.
Try connecting the USB stick to the other USB port. Restart
the QlAsymphony SP/AS instruments.

Note: For file fransfer, use the QIAsymphony Management
Console.

During file tfransfer via a USB stick, the new files are loaded
again. If afile (e.g. Assay Control Set, Assay Parameter Set)
is unsigned, an error message will be displayed (“signature
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Error

Comments and suggestions

14.4.2 File errors

General file errors

Error

invalid” or “invalid checksum”). However, the name of the
invalid file is not given. The newly transferred file could be
invalid, but this is not necessarily the case. Check the
validity in the QIAsymphony Management Console. Delete
any unsigned files. Do not delete other file types.

Comments and suggestions

File not tfransferred.

Invalid checksum.

Rack file errors

Error

Check that the file is in the correct folder on the USB stick.

Ensure that the file was created by QIAGEN, the
QIAsymphony SP/AS instruments, or using the QlAsymphony
Management Console.

Comments and suggestions

Rack file could not
be loaded.

Ensure that the rack file has been uploaded to the
QlIAsymphony SP/AS instruments.

Check the parameter Ready for AS. This parameter should
be set to Yes.

If it is not set to Yes, the rack file must be modified. To do
this, convert the *xml file to *.csv format using the CSV
Conversion fool of the QlIAsymphony Management
Console. Then, correct the parameter using Microsoft Excel
or Notepad. See Section 7.10 for more information.
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Error

Comments and suggestions

Rack file contains
wrong labware.

Sample positions
are incorrect.

Rack file could not
be found.

Content of system
generated file is

wrong.

Ensure that the racks/tubes and adapters that are written in
the rack file are compatible with the QIAsymphony SP/AS
instruments. For a full list of compatible racks and adapters,
refer to the Instructions for Use (Handbook) for the assay you
are using.

Ensure that the names of the racks and adapters are
correctly spelled and that there are no incorrect blanks af
the beginning or the end of the names.

For a user-generated rack file convert the *xml file back to
*csv format using the CSV Conversion tool of the
QIAsymphony Management Console. Correct the positions
of the samples using Microsoft Excel or Notepad.

Ensure that the correct rack file is selected.

Ensure that the correct rack file has been transferred to the
QlIAsymphony SP/AS instruments.

Ensure that the correct rack file has been transferred to the
QIAsymphony SP/AS instruments before starting assay
definition.

The rack file must be in a format that can be recognized by
the QIAsymphony SP/AS instruments (i.e., *xml). Ensure that
the rack file has been converted from *.csv format to *.xml
format using the CSV Conversion tool of the QIAsymphony
Management Console.

Check whether actualization is correct.

Ensure that no errors occur during the process.
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Work list errors

Error

Comments and suggestions

Work list could not
be found.

Assay list does not
display expected
Assay Parameter

Set.

Labware errors

Error

Ensure that the correct work list has been transferred to the
QIAsymphony SP/AS instruments before starting assay
definition.

Ensure that the work list has not expired and has been
converted to *xml format using the CSV Conversion tool of
the QIAsymphony Management Console.

Ensure that the work list has not expired. Ensure that the
Assay Parameter Set(s) and Assay Definition files that are
defined in the work list have been transferred to the
QIAsymphony SP/AS instruments before starting assay
definition.

Ensure that the name and unique ID of the Assay
Parameter Set that is defined in the work list is identical to
the name and unique ID that is defined in the Assay
Parameter Set.

Comments and suggestions

The QlAsymphony
AS labware is not
available in the
Assay Setup |
Sample Rack(s)
and Assay Setup |
Assay Rack(s)
screen.

Ensure that the labware file has been transferred to the
Labware AS folder.

Ensure that the labware file was saved in the correct folder
on the USB stick (data/Labware/AS/).

Ensure that the labware file has been transferred to the
QlAsymphony SP/AS instruments before starting assay
definition.
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Cycler file errors

Error

Comments and suggestions

Cycler file is not
created oris not
correct for the
cycler.

Result file AS errors

Error

The QIAsymphony SP/AS instruments automatically create
a cycler file when an assay run is finished. The format of the
cycler file depends on the assay rack type.

Ensure that the correct cycler file format for the assay
rack(s) is defined in the Assay Parameter Set. If necessary,
modify the cycler file format in the Assay Parameter Set
using the Process Definition editor tool of the QIAsymphony
Management Console.

If the required assay rack format for a particular cycler file
format is not available to be selected in the QIAsymphony
Management Console, ensure that the available assay
racks are updated in the QIAsymphony Management
Console. See the QlIAsymphony Management Console
User Manual for more details about how to do this.

Comments and suggestions

The final result file is
not created./Only a
preliminary result file
is visible.

The QlAsymphony SP/AS instruments create a preliminary
result file when an assay run is started. The final result file is
created when Remove is pressed at the end of an assay

run.

If using automatic transfer, check in the related folder to
see if the correct printer is listed.

Ensure that you are looking in the correct folder for the
QIAsymphony SP result files or the QIAsymphony AS result
files. The correct folder is log/Results/SP or log/Results/AS.
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Error Comments and suggestions

Sample status. ]
If errors/problems occur during an assay run, sample status

can be affected.

If samples were successfully processed, the sample status is
“valid”. If the batch was paused, the samples will be
“unclear” and if, for example, cooling problems occur
during a run, the sample status may be “unclear”. If
problems occur during master mix or sample transfer, the
sample status is “invalid”.

Note: Pausing a run will result in all samples being flagged
as “unclear”. For FDA cleared or approved nucleic acid
tests, Rotor-Gene AssayManager will invalidate all
“unclear” samples.

If, in the integrated run, a QIAsymphony SP rack file is used
on the QIAsymphony AS, the sample status will only be
changed if errors/problems occur during the assay run. If
sample status is changed, the reason for this change will
be recorded in the QIAsymphony AS result file. The
message, the message ID, and the sample status is listed in
the “Detailed Run Information” section of the
QIAsymphony AS result file.

Loading information file errors

Error Comments and suggestions
The loading A loading information file should be generated after
information file is pressing Queuve.

n?T created or Ensure that you are looking for the loading information file
printed. in the correct folder. The correct folder is

\log\Loadinginformation.

If using the automatic file fransfer tool of the QlAsymphony
Management Console, check in the related configuration
to see if the correct printer is listed.
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Log file errors

Error Comments and suggestions
General fransfer Ensure that the QlAsymphony SP/AS instruments are
problems. connected to the network when using the QlAsymphony

Management Console for file transfer.

Ensure that the USB stick is correctly plugged in.

14.4.3 Tip waste errors

Error Comments and suggestions

Tips are stacking in Ensure that the tip disposal bag is empty and that it is not

the tip chute. jaommed between the drawer and the workbench.
Tips are spilled in Ensure that the tip disposal bag is correctly attached to the
the lab. waste bag holder.

14.4.4 Configuration menu errors

Error Comments and suggestions

The adapter for AS Ensure that you have transferred the adapter file(s) to the
is not displayed in Labware AS folder.

the configuration

dialog.
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14.4.5

Error

Inventory scan errors

Comments and suggestions

Run cannot be
started because an
inventory scan has
to be performed.

Inventory scan does
not start.

The inventory scan
of the drawers
detects an adapter
on “slot X" although
no adapter has
been placed
there/Adapter bar
code not readable.

Consumables are
not recognized
correctly by
inventory scan.

Before the user can start a run, an inventory scan of each
drawer except the “Sample” drawer must be performed.
Open and close the drawers to start the inventory scan.

If an inventory scan has already been performed, do not
open the hood before starting the run. If the hood was
opened after performing an inventory scan the scan has to
be carried out again.

Ensure that the hood and all drawers are properly closed.

Ensure that the bar codes on the drawer are clean and
can be easily read.

Do not expose the QIAsymphony SP/AS instruments to
direct sunlight (see Section 4.2).

If there is an unneeded adapter on the elution slot, be sure

to remove it.

Check that consumables (unit boxes, buffer bottle, tip
racks, Accessory Trough, tip chute, etc.) are placed
correctly on the corresponding drawer.

Check that lids of unit boxes and buffer bottle have been
removed.

Only place Accessory Troughs into tip rack slots 5 and 12
(SP).

Open and close the drawer and start the inventory scan
again.

Ensure that the tip chute is correctly installed on the
QIAsymphony (SP and AS).

Note: It is recommend to load only full tip racks.
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Error

Comments and suggestions

Volume check of
buffer bottle failed.

Volume check of
the Accessory
Trough failed.

Reagent cartridge
was not opened
automatically by
the system.

One or more buffers
were not
recognized.

The elution drawer
was opened while
an inventory scan
was running and
the Elution Rack
screen cannot be
exited.

After starting and
closing the “Eluate
Drawer” dialog
without changes,
the inventory scan
of the “Eluate”
drawer starts.

Note: Do not refill partially used unit boxes.

Make sure that the bottle contains sufficient volume of
buffer.

Make sure that the Accessory Trough contains sufficient
volume of ethanol. For more information, refer to the
handbook of the QlAsymphony Kit you are using.

Perform another inventory scan of the “Reagents and
Consumables” drawer.

Make sure that a piercing lid was afttached to the reagent
cartridge.

Note: If the inventory scan detects an unopened reagent
cartridge, the reagent cartridge will be opened
automatically before the first use in a protocol.

Make sure that the Reuse Seal Strips have been removed
from the troughs of the reagent cartridge.

The scan of the “Elution” drawer is queued and will be
performed as soon as the current inventory scan has
finished.

This is the correct behavior if you open and close the hood
and press No, nothing changed on the displayed message
box. After this, a full scan will be performed on leaving the

"Eluate Drawer” dialog without changes.
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Error

Comments and suggestions

The bar code of an
elution or assay
rack cannot be
read using the
handheld bar code
scanner.

Sample bar codes
are not read
properly/not
detected.

Tube/plate carrier
was not recognized
during loading.

Make sure that the handheld bar code scanner is correctly
connected to the QIAsymphony SP/AS instruments. Try to
read other bar codes with the scanner. Ensure that all bar
codes can be easily read.

Check that the bar code format can be read by the
handheld bar code scanner. See Appendix A for a list of
compatible bar code types.

Define the elution slot/elution rack using the touchscreen.

Only use compatible bar codes. Refer to Appendix A for
detailed information about compatible bar codes.

Be sure that bar codes can be easily read and are
oriented to the left.

Be sure to position the bar code at an appropriate height
in the rack. Make sure that the bar code fits info the cut-
out of the tube carrier and position the bar code at the
height of the plate carrier’'s bar codes.

If you are using duplicate sample bar codes do not place
them next to each other in the sample carrier. In this case,
place different sample bar codes between the identical
ones.

Remove the carrier and insert again more slowly.
Remember to pause at the stop line.

14.5 QIAsymphony SP errors that do not have error codes

14.5.1

Error

“Eluate” drawer

Comments and suggestions

Filter-tips are bent or
deformed after
eluate transfer.

Be sure to define the correct type of eluate rack on the
corresponding elution slot. Make sure that the elution rack
is correctly positioned on the elution slot. Only use elution
racks that are compatible with the specified adapter.
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Error

Comments and suggestions

Tips/channels are
incorrectly
positioned on the
elution slot during
the elution step.

The "Eluate” drawer

cannot be opened.

It is not possible to
define an elution
rack.

Eluates are not in
the corresponding
elution rack as
described in the
result file.

After closing the
“Eluate” drawer,
the information
about the elution

rack entered by the

user was not stored
by the system and
an error message is
displayed after
performing the
inventory scan.

Make sure to place the elution rack onto the elution slot in
the correct orientation. Be sure to insert and to define the
same sample tube. Only use compatible sample tubes/
racks. For more information about tubes and racks, refer to
the Instructions for use (Handbook) for the assay you are
using.

The “Eluate” drawer is locked during the entire integrated
run.

If the “Eluate” drawer cannot be opened after removing
the integrated run, open the Maintenance menu and press
the Drawers button under Unlock.

Open the "“Elution” drawer and leave the drawer open
while defining an elution rack.

Be sure to set up the elution rack with well A1 at the upper
left corner.

After you have entered information about the elution rack,
press the Add button before you close the drawer so that
the changes to the information are saved.
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14.5.2 “Sample” drawer

Error

Comments and suggestions

Sample carrier locks
do not release
and/or bar code
reader does not

move forward.

Make sure that the LEDs in the “Sample” drawer are
iluminated green. Be sure to insert all tube carriers with the
bar codes oriented fo the left. Move the carrier up to the
stop line and wait. Make sure that all bar codes can be
read. If this does not resolve the problem, restart the
QlAsymphony SP/AS instruments.

14.5.3 “Waste" drawer

Error

Comments and suggestions

Liquid in the
“Waste"” drawer.

“Waste" drawer
cannot be opened.

“Waste" drawer
cannot be closed.

Check that the lid of the liquid waste container has been
removed. Mcake sure to insert the liquid waste container in
the correct orientation. If the liquid waste container
overflowed, contact QIAGEN Technical Services fo ensure
that the liquid did not cause malfunctions.

The “"Waste"” drawer is locked during a run and during the
inventory scan. If the drawer cannot be opened after the
protocol has finished, open the Maintenance SP menu and
select Drawers under Unlock.

Make sure to place the liquid waste container in the
“Waste” drawer at the right-hand side of the drawer.
Remove the lid of the liquid waste container before you
place it in the "Waste” drawer.
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14.5.4 "“Reagent and Consumables” drawer

Error

Comments and suggestions

The “Reagents and
Consumables”
drawer cannot be
opened.

The "Reagents and Consumables” drawer is locked during
a run and during the inventory scan.

If the drawer sfill cannot be opened after the protocol has
finished, open the Maintenance SP menu and select
Drawers under Unlock.

Be sure that both piercing devices/reagent cartridges
have been moved to the lower position. If not, open the
Maintenance SP menu and select Piercing Device 1/2
down under Move.

Note: Do not use force to open the drawer.

14.5.5 Errors that may occur when starting a batch/run

Error

Comments and suggestions

Run button is
inactive.

One or more
batches cannot be
queued.

Make sure that the tube carrier has been loaded and that
the batch status is QUEUED.

The system detected 2 or more samples with the same
sample ID. Make sure the sample ID is unique.

Sample ID could not be read during loading of the fube
carrier. Remove the tube carrier and reload it more slowly.
Make sure that all bar codes are oriented to the left and
are readable.
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Error

Comments and suggestions

Wrong sample IDs
are shownin

sample view.

If two or more tube carriers are inserted:

e Remove all carriers.

® |Insert a carrier and wait until the bar code camera has
returned fo its home position and the corresponding
batch has changed state.

® Insert remaining carriers in the same way.

e Before inserting a new carrier, wait until the
corresponding batch has changed state.

14.5.6 Protocol errors

Error

Comments and suggestions

Assay Parameter
Set is not displayed.

Make sure that the Assay Parameter Set, Assay Control Set,
Assay Definition, and Bioscript were transferred to the
QIAsymphony SP.

14.5.7 Errors that may occur while operating the QIAsymphony SP

Error

Comments and suggestions

One or more
channels had a
Z-drive movement

error.

Be sure to insert and to define the same tube. Only use
compatible tubes. For more information, refer to the
Instructions for Use (Handbook) for the assay you are using.

Make sure that the tubes are properly inserted in the tube
carrier/adapter. Use an appropriately sized tube or rack for
the volume.

If filter-tips are still attached to the tip adapters, open the
Maintenance SP menu and select Cleanup under Cleanup.
Select the Crash occurred branch of the cleanup
procedure.

Important: After successful cleanup, it is necessary to
empty all slot positions in the “Sample” and "Eluate”
drawers and restart the machine. New runs can then be
started.
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Error

Comments and suggestions

Sample is not
detected by the
system and is
flagged as
“invalid”.

Nothing happens
when the Cleanup
button in the
Maintenance SP
menu is pressed.

Lysis timer
exceeded the time
limit.

Make sure the samples do not contain foam. Be sure fo use
at least the minimum volume of sample required for the
protocol. For more information, refer to the Instructions for
Use (Handbook) for the assay you are using.

Check that the hood and all drawers are closed.

The lysis time of the sample batch was exceeded. Do not
pause the run during the lysis step.

Note: If another inventory scan of the “Eluate” drawer is

performed after the run has started, this may result in the
samples being flagged as “unclear”. For FDA cleared or
approved nucleic acid tests, Rotor-Gene AssayManager

will invalidate all *unclear” samples.

14.5.8 Protocol run interruption

Error

Comments and suggestions

System paused due
fo foo few
consumables in the
“Reagents and
Consumables”
drawer.

Inventory scan of
the “Eluate” drawer

Open the “Reagents and Consumables” drawer and add
missing items. Close the drawer and perform an inventory
scan.

Note: Samples will be flagged as “unclear”. For FDA
cleared and approved nucleic acid tests, Rotor-Gene
AssayManager will invalidate all “unclear” samples.

Note: If one or more tip adapters cannot pick up filter-tips,
contact QIAGEN Technical Services.

Each time the “Eluate” drawer is opened and closed an
inventory scan must be performed. During the scan the
batch/run is paused, which leads to samples being
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Error

Comments and suggestions

starts even though
a batch is running.

The protocol was
interrupted or
stopped by the

system due an error.

The system stopped
because an 8-Rod
Cover or sample
prep cartridge
could not be
released from the
robotic gripper.

flagged as “unclear”. The batch continues when the
inventory scan has finished. After a successful scan of the
“Eluate” drawer, the user must press Close to continue.

Note: All drawers except the “Eluate” drawer are unlocked
during an inventory scan of the “Eluate” drawer.

The worktable must be cleaned up. Open the

Maintenance SP menu and select Cleanup under Cleanup.

Select the Crash occurred branch of the cleanup
procedure (see Appendix E).

Important: After successful cleanup it is necessary to empty
all slot positions in the “Sample” and "Eluate” drawer and
restart the machine. New runs can then be started.

Switch off the QIAsymphony SP/AS instruments and try fo
remove the 8-Rod Cover or sample prep cartridge from
the QIAsymphony SP manually. If it cannot be removed
manually, contact QIAGEN Technical Services.

Note: Do noft initialize the QIAsymphony SP/AS instruments.

14.6 QlAsymphony AS errors that do not have error codes

14.6.1 Assay definition errors

Error

Comments and suggestions

Wrong rack file

content.

Wrong rack type.

Ensure that the content of the selected rack file is correct.

If the content is not correct, it can be modified using the
touchscreen or the QIAsymphony Management Console.

If possible, return to the Sample Rack(s) screen and
change the rack type. If this is not possible, press Cancel
and restart the assay definition process.
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Error

Comments and suggestions

Wrong volume
information for the
eluate rack.

Sample cannot be
assigned to an APS.

Assay list does not
display expected
Assay Parameter

Set.

If you are using a rack file, ensure that the correct rack file
is selected.

If the actual sample volume available is greater than the
volume that was defined in the Sample Rack Layout
screen, overflow may occur during aspiration.

If the actual sample volume available is lower than the
volume that was defined in the Sample Rack Layout
screen, signals may be missing.

Samples with the status “invalid” cannot be processed on
the QlAsymphony AS and therefore cannot be selected
during assay definition.

Ensure that the sample you want to select is not “invalid™.

Ensure that the required Assay Parameter Set(s) and Assay
Definition files have been fransferred to the QlAsymphony
SP/AS instruments before starting assay definition.

Check all categories in the Available assays list for the
expected Assay Parameter Sets.

Check whether the expected Assay Parameter Set was
configured for usage in Independent or Infegrated mode.

In Assay Setup/Assay Selection screen, if using a work list,
switch between the Assay list and the Work list mode and
check all categories in the Available assays list for the
expected Assay Parameter Sefts.

Note: This only applies in Independent mode.

14.6.2 Errors occurring during an assay run

Problems with labware or with liquid spills

Error

Comments and suggestions

Liquids in adapter.

Ensure that all consumables are placed in the correct
positions on the worktable. The inventory scan does not
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Error

Comments and suggestions

Condensation on
the worktable.

Filter-tips are bent or
deformed after
liquid fransfer.

Assay run interruption

Error

check whether the correct tubes/plates are placed in the
corresponding adapters.

Depending on the environment in the laboratory, it is
possible that condensation forms on the worktable. Wipe
away condensation according to the daily maintenance
procedures (see Section 15.5).

Ensure that the correct rack type is defined on the correct
sloft.
Ensure that the rack is correctly positioned on the adapter.

Only use rack types that are compatible with the defined
adapter.

Comments and suggestions

The protocol was
interrupted or
stopped by the
system due to an
error.

Not enough liquid
found.

Remove consumables from the worktable.

Any stop, pause, or interruption of a protocol will lead to
samples being flagged as “unclear” or “invalid”.

Note: Pausing a run will result in all samples being flagged
as “unclear”. For FDA cleared or approved nucleic acid
tests, Rotor-Gene AssayManager will invalidate alll
“unclear” samples.

Ensure that the correct volume is provided and that the
plates/tubes and adapters as defined in the assay
definition are provided.

Ensure that there are no air bubbles on the surface of the
liquid.

Add more liquid.
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14.6.3 Data analysis errors

Error

Comments and suggestions

Missing sample
signal.

Possible evaporation: If eluates/assays are left to stand on
the QlAsymphony SP/AS instruments for a long time after a
run is complete, evaporation will occur. Ensure that eluate
racks and assay racks are removed immediately when a
run is completed.

Check if the eluate volume as defined in the rack file or on
the touchscreen is higher than the actual eluate volume.
The QIAsymphony SP/AS instruments may not be able to
fransfer the correct sample volumes. This may result in
reduced performance.

Fluctuations in eluate volumes: It is recommended to
check the assay rack visually for differences in sample
volumes. Large differences in volume indicate that the
actual eluate volume differs from the expected volume
and that insufficient eluate was transferred to the assay
rack. If problems persist, reduce the eluate volume.

Ensure the correct adapters and consumables, as defined
for the current run, are loaded on to the worktable. Use of
different consumables may result in damage fo the
QlAsymphony SP/AS instruments and may cause pipetting
problems.

Ensure that the assay rack and the elution rack are set up
in the correct orientation, with well Al in the upper left
corner. If two elution racks are in use, ensure that the
elution racks on slot 1 and slot 2 are correctly placed.

Ensure that the correct sample tubes are loaded, as
defined in the run. Only use sample tubes/racks that are
compatible with the QIAsymphony SP/AS instruments. For a
full list of compatible sample tubes/racks, visit
www.qgiagen.com/goto/QlAsymphony.
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14.7 Integrated run errors

14.7.1 “Eluate" drawer

Error Comments and suggestions

The “Eluate” drawer The “Eluate” drawer is locked as soon as Define Run button
cannotf be opened. in the Integrated Run/Overview is selected (see Section
13.3.1).

It is only possible to open the “Eluate” drawer if no
integrated batch is loaded or queued in the Integrated
Run/Overview screen. To open the “Eluate” drawer,
remove Integrated Batch(es) in the Integrated
Run/Overview (see Section 13.3.4).

14.7.2 Removal of an integrated run

Error Comments and suggestions

Integrated batch To remove an Integrated run which cannot be removed in
cannot be the Integrated run/Overview, the Assay Setup has to be
removed in the manually booked out from the system (e.g., if sample
Integrated Run preparation has finished and the AS batch cannot be
Overview. started due to a previously stopped AS batch).

To manually book out the AS batch from the integrated
run, remove the AS batch by selecting the Assay Setup tab
and press Remove in the Overview screen (see Section
13.3.4). After removing the AS batch, return to the
Integrated Run/Overview and remove the Integrated run
by pressing the Integrated Batch X button (see Section
13.3.4).
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14.7.3 Maintenance, service, and configuration

Error

Comments and suggestions

Maintenance is not
accessible.

Service is not
accessible.

Configuration is not
accessible.

Remove loaded Integrated batches to access the
Maintenance menu.

Remove loaded Integrated batches to access the service
menu.

Remove eluate plate and scan the empty eluate drawer.
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15 Maintenance

The table below describes the personnel required to carry out the maintenance to ensure
optimal performance of your QIAsymphony SP/AS instruments.

Type of task Frequency Personnel
Regular maintenance At the end of each run Laboratory technicians or
equivalent

Daily maintenance At the end of each day, Laboratory technicians or
after the regular equivalent
maintfenance

Weekly maintenance Once per week, after the Laboratory technicians or
regular and daily equivalent
maintenance

Annual maintfenance Once per year QIAGEN Field Service

and servicing Specialists only

Note: The safety information must be read thoroughly and understood before starting

maintenance and servicing work.

15.1 Maintenance scheduler

The maintenance scheduler assists the user with managing all maintenance tasks. It
reminds the user of tasks that are due, provides an overview of the maintenance
schedule and keeps a record of the maintenance data.

Maintenance tasks can be divided intfo two categories:

® Regular maintenance

e Time-based maintenance

Regular maintenance procedures are event-driven tasks that must be performed after
the respective event has finished. (e.g., regular maintenance SP and/or AS, regular
maintenance integrated run).

Time-based maintenance procedures are time-dependent tasks that have a fixed time
schedule (e.g., daily, weekly, and monthly QIAsymphony SP/AS tasks, as well as annual
maintenance). Annual maintenance can only be confirmed by QIAGEN Technical
Services. All maintenance tasks from QIAGEN are classified as mandatory.
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Note: It is not possible to postpone or modify a mandatory maintenance task. When a
mandatory task is due, the task must be performed. Depending on the Application
Process files, it is either possible to use the QIAsymphony without flagging, with flagging,
or the QIAsymphony denies to start a run.

The maintenance scheduler is accessed using the Tools icon in the status bar (see image
below). The Tools icon color indicates the status:

Blue: No pending maintenance tasks are due.

Yellow: One or more maintenance tasks are due.

= _

Integrated Run

Sample Preparation | Assay Setup

Select one of the listed menus

AAINE

copes
eseee
QIAGEN

All maintenance tasks are listed in the Confirm Maintenance Task screen with their title,
classification, due date/time and their recurrence pattern. Scheduled maintenance
must be confirmed upon task completion by pressing the Done button.
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Confirm Maintenance Task

Confirm maintenance tasks

A Regular maintenance Integrated AS A
Classification Due date/time. ‘ Detalls ] All Tasks
Mandatory Aug 04, 2015 16:37 L

A s maannce s
Classification ‘ Detalls ‘

Mandatory Aug 04, 2015 16:37

@ oy maintenance

Classification Due date/time. Recurrence Pattern ‘ Detalls ]

Mandatary Aug 04, 2015 18:00 Daily
sesee
QIAGEN

A confirmation can be canceled by pressing the Undo button. The Details button opens
a message box listing all maintenance steps belonging to a maintenance task. The
maintenance tasks are ordered with event-driven tasks listed first at the top, followed by
date-driven tasks that are sorted according to their due date.

15.1.1 Confirming a maintenance task
To confirm a maintenance task:

1. Press the yellow flashing Tools icon in the status bar.

2. After performing the respective maintenance, press Done. The selected task is
confirmed, the background color changes fo gray, the icon changes fo an OK
symbol and the confirmation date is displayed.

If the task is time-based, the next due date is scheduled.

Note: If you unintentionally confirm a maintenance task, press Undo to revert the
task state to unconfirmed.

Displaying detailed steps for a maintenance task

To display all the required steps for a specific maintenance task, press the Tools icon and
then press Details for a specific task. A message box is shown with a description of all
necessary maintenance steps.

15.1.2 Postponing a maintenance task

Time-based maintenance tasks can be postponed once if (for example) you are working
on a time-consuming bafch and cannot start the maintenance immediately. For a
postponed task, the due time is set to 23:59 of the current day. The user must confirm the
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task the next day but cannot postpone the task a second time. To postpone a task, press
Postpone.

15.1.3 Configuring the maintenance settings

The supervisor can configure the maintenance settings in the Tools/Configuration menu.
Only the due time and warning time can be modified.

Tools | Configuration

System | System . Process
Time / Language | Adapters AS = » Maintenance | CrOSESs

Tubes l

Dally maintenance
Maintenance Tasks

Type Recurrence Period
Date Time-Driven Dally Fixed

Classification
maintenance SP
Due time Warning time

Mandatory
Regular 8 00 1| Hours
maintenance AS
Regular Cancel
maintenance Integrated AS
ai
m

Atthe end of each day, after the regular maintenance

maintenance

Weel

maintenance QIAsymphony SP (If used):

- clean tip guards. Help
- clean tip disposal chute

Monthly - clean the drawers

maintenance QS - clean the conveyor base tray
L - clean the robotic gripper

- clean the liquid waste container

Different maintenance tasks can be selected in the Maintenance Tasks list:

ee000
QIAGEN

e For Daily maintenance, it is possible to select the Due time and Warning time.

e For Weekly maintenance, in addition to the Due time and Warning time, the
weekday when the maintenance should occur can be selected.

e For Monthly maintenance, the Due time, Warning time and Day of month can be
selected.

® The Annual maintenance and servicing can only be initially set after the software
update performed by the “Supervisor”. The Due time, Warning time and Day, Month
and Year of the last Annual service visit must be set. All following Annual

maintenance and servicing tasks can only be confirmed by QIAGEN Technical
Services.

15.2 Cleaning

Note: If liquid is spilt on the QlAsymphony SP/AS worktables, wipe it away as soon as the
run has finished in accordance with the required safety regulations. Do not allow the
liquid to dry.
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Note: If solvents or saline, acidic, or alkaline solutions are spilt on QlAsymphony SP/AS
instruments, wipe them away immediately.

Cleaning agents
Use the following disinfectants for cleaning:
Disinfectants

e DECON-QUAT® 100 (Veltek Associates, Inc.; www.sterile.com) — quaternary
ammonium salt based disinfectant concentrate. Contains 5%
alkyldimethylbenzylammonium chloride and 5% alkyldimethylethylbenzylammonium
chloride). For submerging worktable items.

e 0.1 MNaOH

e Ethanol (80%)

e Chlorine bleaching agent (1%)

Removal of RNase contamination

® 5 PRIME RNaseKiller (5 PRIME, cat. no 2500080) — for cleaning surfaces and
submerging worktable items

e 0.1 M NaOH — as an alternative to 5 PRIME RNaseKiller for cleaning surfaces and
submerging worktable items

Removal of nucleic acid contamination (DNA and RNA)

® DNA-ExitusPlus™ IF (AppliChem, cat. no. A7089; indicator-free variant of DNA-
ExitusPlus) — for cleaning surfaces and submerging worktable items

® DNAZap™ Solutions (Life Technologies, cat. no. AM?890M)

Note: If you want to use disinfectants different from those recommended, ensure that
their compositions are similar to those described.

Note: If solvents or saline, acidic or alkaline solutions are spilled on QIAsymphony SP/AS
instruments, wipe them away immediately.

Note: Do not use alcohol or alcohol-based disinfectants to clean the QIAsymphony SP/AS
hoods or side panels.

Note: Contact the instrument supplier if there are questions regarding the use of cleaning
agents.

Note: Exposure of the QIAsymphony SP/AS hoods and side panels to alcohol or alcohol-
based disinfectants will cause surface cracking. Clean the QlAsymphony SP/AS hoods
and side panels with distilled water or DECON-QUAT 100 only.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

328



CAUTION Damage to the instrument(s)

After wiping the drawers and lysis station with paper towels, make
sure that no bits of paper towel remain. Pieces of paper towel

remaining on the worktable could lead to a worktable collision.

15.3 Servicing

Contact your QIAGEN Field Service representative or your local distributor for more
information about flexible Service Support Agreements from QIAGEN.

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

15.4 Regular maintenance

Regular maintenance is required after each run on the QlAsymphony SP/AS. A separate
maintenance routine should be performed for the QIAsymphony SP and QIAsymphony
AS.

Note: Before running a service protocol from the Maintenance SP or Maintenance AS
menu, ensure that the QlAsymphony SP/AS hoods are closed.

15.4.1 Regular disposal of tips

e To avoid contamination, the fip disposal bag must be emptied before starting the
next run.

e Residual liquid from the tip disposal chute may drip.
e Pay attention to the safety information.

e When using the QlAsymphony Cabinet SP/AS, the waste bin should be emptied to
avoid contamination inside the cabinet.

e Check the waste bin regularly.

e Residual liquid from the tip disposal chute may drip inside the cabinet.

For detailed QIAsymphony Cabinet SP/AS information, refer to Appendix F.

The underlined words are the keywords the user sees on the touchscreen within the
maintenance scheduler (see "Displaying detailed steps for a maintenance task,” page
326).
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Note: When using the QlAsymphony Cabinet SP/AS, the waste bin should be emptied to

Remove eluates: Remove eluates from the “Eluate” drawer.

Download the result file(s) (optional): As an optional step, download the result file(s)

and ensure that the files have been backed up.

Remove used sample tubes/plates: Remove used sample tubes/plates from the

“Sample” drawer and discard according to your local safety regulations.

Remove reagent cartridges: Remove reagent cartridges from the “Reagents and

Consumables” drawer.

Seal partially used reagent cartridges and store according to the instructions in the
handbook of the QlAsymphony kit you are using. Discard used reagent cartridges
according to your local safety and environmental regulations.

Replace the tip disposal bag: Replace the fip disposal bag before starting the next

run.

Discard unit boxes: Close unit boxes filled with waste plasticware and discard

according to your local safety regulations.

Check the magnetic-head guards: Check the magnetic-head guards and clean if

required.

UV decontamination (optional): Perform UV decontamination of the worktable
(optional).

avoid contamination inside the cabinet.

For detailed information, refer to Appendix F.

If required, clean the magnetic-head guards before starting the next protocol run.

Proceed as follows:

1.

Open the Maintenance SP menu and run the service protocol Magnetic head
guards. Gently raise the catches to release the magnetic-head guards.

Wipe the magnetic-head guards with ethanol-based disinfectant and incubate as
appropriate.
Wipe with a lint-free cloth moistened with water and wipe dry with paper towels.

Replace the magnetic-head guards.

Open the Maintenance SP menu and run the service protocol Open magnetic
head guards.
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WARNING Damage to the instrument(s)

Make sure to install the magnetic-head guards before operating the
QlAsymphony SP.

15.4.2 Regular maintenance (AS) (integrated and independent)
The underlined words are the keywords the user sees on the touchscreen within the
maintenance scheduler (see "Displaying detailed steps for a maintenance task,” page

326).

1. Remove assay run: Remove the assay run by pressing the Remove button.

2. Remove assays: Remove assays from the "Assays” drawer.
If desired, tfransfer assays directly to the PCR cycler.

3. Download the result file(s) (optional): Download the result file and, if available, the

cycler file. Ensure that these files have been backed up.

4. Remove used sample tubes/plates: Remove used sample tubes/plates from the

“Eluate and Reagents” drawer. Either store safely or discard according to your local
safety regulations.

5. Remove reagent tubes and bottles: Remove reagent tubes and bottles from the

“Eluate and Reagents” drawer. Discard according to your local safety regulations.

6. Discard empty tip racks.

7. Replace the tip disposal bag: Replace the tip disposal bag before starting the next

assay run.

8. UV decontamination (optional): Perform UV decontamination of the worktable.

Note: Do not refill used tip racks.

Note: When using the QlAsymphony Cabinet AS, check if the tip disposal bag is full. The
waste bin should be emptied to avoid contamination inside the cabinet.

For detailed information, refer to Appendix F.

15.5 Daily maintenance (SP/AS)

After performing the last run of the day, perform the regular maintenance procedure
and, in addition, the daily maintenance procedure.
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Note: Before running a service protocol from the Maintenance menu, ensure that the

QlAsymphony SP/AS hoods are closed.

Note: Pay attention to the safety information.

The underlined words are the keywords the user sees on the touchscreen within the
maintenance scheduler (see "Displaying detailed steps for a maintenance task,” page

326).

15.5.1 Pipetting system tip guards (SP/AS)

Clean pipetting system tip guards

1.
2.

Open the Tools screen and press Maintenance SP or Maintenance AS.
Move the robotic arm to the cleaning position by pressing Tip guards.

Remove dall 4 tip guards by pushing each tip guard upward until it clicks out of
place and can be removed.

Soak in a glyoxal and quaternary ammonium salt based disinfectant (e.g.,
Gigasepft Instru AF) for at least 15 minutes.

Rinse with water and wipe dry with paper towels.

CAUTION Damage to the instrument(s)
if Make sure to install the tip guards correctly before operating

QlAsymphony SP/AS instruments.

15.5.2 Tip disposal chute

If using the QIAsymphony Cabinet SP/AS, refer to Appendix F).

QIAsymphony SP

Clean tip disposal chute

1.
2.

3.

Remove the tip disposal chute from the “"Waste” drawer.

Soak in a glyoxal and quaternary ammonium salt based disinfectant for at least 15
minutes.

Rinse with water and wipe dry with paper towels.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

332



QlIAsymphony AS

Clean tip disposal chute

1.

2
3.
4
5

6.

Open the Tools screen and press Maintenance AS.

Press Robotic arm left to move the robotic arm to the left.
Open the QlAsymphony AS hood.

Remove the tip disposal chute from the worktable.

Soak in a glyoxal and quaternary ammonium salt based disinfectant for at least 15
minufes.

Rinse with water and wipe dry with paper towels.

Note: Residual liquid from the fip disposal chute may drip.

15.5.3 Drawers and lysis station (SP)

Clean drawer and lysis station

1.

Remove all removable objects (tube carriers, adapters, inserts, liquid waste
station/tip park station, tip disposal chute, liquid waste bottle, waste bag holder,
reagent box holder) from the drawers.

Wipe the drawers, the removed objects, and the lysis station with ethanol-based
disinfectant and incubate as appropriate. Then wipe with a cloth moistened with
water and dry with paper towels. Return the objects to the drawers.

Clean top plate of the piercing device.

Optional: Clean the removed objects by soaking them in a glyoxal and quaternary
ammonium salt-based disinfectant according to the manufacturer’s instructions.
After incubation according to manufacturer’s instructions, rinse the removed
objects thoroughly with water.

Note: There are spikes below the piercing device in the “Reagents and Consumables”

drawer that ensure that the reagent cartridge is correctly positioned. Take care when

cleaning the "Reagents and Consumables” drawer.

Note: Do not autoclave the waste bottle.
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15.5.4 Drawers (AS)

Clean the drawers

1.
2.

Remove all removable objects (tubes/plates, adapters) from the drawers.

Wipe the drawers and the removed adapters with quaternary ammonium salt
based disinfectant and incubate as appropriate. Then wipe with a cloth moistened
with water and dry with paper towels. Return the objects to the drawers.

Optional: Clean the removed adapters by soaking them in a glyoxal and
quaternary ammonium salt based disinfectant according tfo the manufacturer’s
instructions. After incubation according to manufacturer’s instructions, rinse the
removed objects thoroughly with water.

We recommend storing the adapters at 4°C, so that they will be precooled and
ready for use in the next assay run.

15.5.5 Conveyor base tray (SP) — opftional

Clean the conveyor base tray (optional)

1.
2.

3.

Carefully remove the conveyor base tray from below the magnetic head.

Soak in a glyoxal and quaternary ammonium salt based disinfectant for at least 15
minufes.

Rinse with water and wipe dry with paper towels.

Note: The fray can also be autoclaved at 121°C for 20 minutes.

15.5.6 Robotic gripper (SP)

Clean the robotic gripper

1.

2.

Wipe the robotic gripper with a lint-free cloth moistened with ethanol-based
disinfectant. Incubate as appropriate.

Wipe with a lint-free cloth moistened with water and dry with paper towels.

Note: Only wipe the weight. Do not wipe the rods, otherwise the ball mechanism may

become jammed.
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15.5.7 Liquid waste container (SP)

Clean the liquid waste container

1. Remove the liquid waste container from the “"Waste" drawer.

2. Empty the liquid waste container. Dispose of the liquid waste according to your
local safety regulations.

3. Clean the liquid waste container with a glyoxal and quaternary ammonium salt
based disinfectant according to the manufacturer’s instructions.

4. Rinse the liquid waste container with deionized water.

5. Replace the liquid waste container in the "Waste"” drawer.

15.6 Weekly maintenance (SP/AS)

The underlined words are the keywords the user sees on the touchscreen within the
maintenance scheduler (see "Displaying detailed steps for a maintenance task,” page
326).

15.6.1 File management

Download files (SP/AS)

1. Download the result file(s) (for QIAsymphony SP and QIAsymphony AS) and loading
information files (QIAsymphony AS only) as described in Section 7.3 and ensure that
the files are backed up.

2. Delete result files older than 10 days (default setting) as described in Section 7.5.

15.6.2 Touchscreen

Clean the touchscreen

Wipe the touchscreen with ethanol-based disinfectant. Then wipe with a cloth moistened
with water and dry with paper towels.

15.6.3 QIAsymphony SP/AS hoods

Clean the hoods

To clean the hoods of QIAsymphony SP/AS instruments, wipe the surface with a soft lint-
free cloth moistened with deionized water, or use wipes soaked with DECON-QUAT 100.
Then wipe dry with a dry soft lint-free cloth or paper towel.
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Note: Do not use ethanol-based disinfectant; use distilled water or DECON-QUAT 100 only.

15.6.4 Tube carriers (SP)

Clean the tube carriers and inserts

1. Remove tube carriers and inserts and soak them in disinfectant. Incubate for at
least 15 minutes, then rinse with water and dry with paper towels.

2. Check the condition of the bar code labels and ensure that they are not
scratched.

15.6.5 Optical sensor (SP)

Clean the optical sensor

Wipe the window of the optical sensor with a lint-free cloth. Moisten the cloth with 70%
ethanol if required.

15.6.6 Magnetic head (SP)

Clean the magnetic head

1. Remove the cover from the magnetic head.

2. Move the magnetic head up and carefully push the rod cover holder down.

3.  Wipe the exterior of the magnetic head with a lint-free cloth moistened with
ethanol-based disinfectant, and incubate as appropriate.

4. Wipe with a lint-free cloth moistened with water and dry with paper towels.
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Note: Insert the cloth from the sides of the magnetic head in order not fo damage the
cable and electronic board at the front.

15.6.7 Liquid waste container (SP)

Clean the liquid waste container

1. Remove the liquid waste container from the “"Waste” drawer.

2. Empty the liquid waste container. Dispose of the liquid waste according to your
local safety regulations.

3. Disinfect the liquid waste container using ethanol-based disinfectant.

4. Replace the liquid waste container in the "Waste” drawer.

15.6.8 Adapters (AS)

Clean adapters

1. Remove the adapters from the “Eluate”, “Eluate and Reagents”, and “Assays”
drawers and soak them in disinfectant. Incubate for at least 15 minutes.

2. Rinse with water and dry with paper towels.

3. Check the condition of the bar code labels and ensure that they are not
scratched.

15.7 UV decontamination of the worktable

The underlined words are the keywords the user sees on the touchscreen within the
maintenance scheduler (see "Displaying detailed steps for a maintenance task,” page
326).

UV decontamination

UV decontamination should be performed daily. It helps to reduce possible pathogen
contamination of the QIAsymphony SP/AS worktables. The efficiency of inactivation has
to be deftermined for each specific organism and depends, for example, on layer
thickness and sample type. QIAGEN cannot guarantee complete eradication of specific
pathogens.

UV decontamination of the QlAsymphony SP and AS can be started either sequentially
or in parallel.
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Important: Before starting the UV irradiation procedure, ensure that all samples, eluates,
reagents, consumables and assays have been removed from the worktable. Close all
drawers and the hoods. Once the UV irradiation procedure has been started, it will
continue for the defined period of time, or until interrupted by the user.

We recommend using the following formula to calculate the duration of
decontamination in minutes:

Dose (mW x s/cm?) x 10.44 = Duration (seconds)
1. Remove allremovable objects (tubes/plates, adapters, consumables, tip disposal
chute) except for the liquid waste bottle from the drawers.

2. Enter the Maintenance screen, and press Maintenance SP or Maintenance AS.
The Maintenance AS button is only available if you are using QlAsymphony SP/AS

insfruments.

3. Press the Start UV light AS button, or the Start UV light SP button, or the Start UV light
SP+AS button.

The Input/UV cleanup/Duration screen will open.
4. Enter the duration of the decontamination in minutes.

The UV irradiation time is pathogen-dependent and should be determined by the
user. Use the formula above to calculate the irradiation time and then enter the
fime info the input box. The default setting is 15 minutes.

15

A message appears asking you to check whether all plasticware and consumables
have been removed from the worktable.
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Before performing UV irradiation:

1. Remove all removable objects from the worktable:
- samples
- reagent cartridges
- consumables
- eluates
- tube/plate carriers
- adapters

@ - inserts

- tip park/liquid waste station
- tip disposal chute
- tip racks
- unit boxes
- buffer bottle
- accessory trough(s) ...

2. Close all drawers and the instrument hood.

Press "Ok" to start the UV lamp.

(-

5.  Confirm that all removable objects have been removed from the worktable by

pressing OK.
The UV irradiation procedure starts and the robotic arm moves over the worktable
surface for the set irradiation duration.

Note: To stop the UV irradiation procedure before the defined period of time has elapsed,
press Cancel. The procedure will stop as soon as the robotic arm completes the current
movement.

UV light procedure in progress...

15.8 Monthly maintenance (SP/AS)

The underlined words are the keywords the user sees on the touchscreen within the
maintenance scheduler (see "Displaying detailed steps for a maintenance task,” page
326).

Change tip adapter O-ring

This section describes how to replace the fip-adapter O-ring. The fip-adapter O-ring must
be changed monthly for both the QlAsymphony SP and QlAsymphony AS.

We recommend replacing the O-rings every month using the *O-Ring Change Tool Set”
(cat. no. 9019164).
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Before removing the old O-ring, the new O-ring must be prepared. These steps should be
performed for both the QIAsymphony SP and the QIAsymphony AS instruments.

For instructions, refer to the quick guide that is equipped with the “O-Ring Change Tool
Set". If there is no "O-Ring Change Tool Set” available, contact QIAGEN Technical

Services.
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16 Technical Data SP/AS

QIAGEN reserves the right to change specifications at any fime.

16.1 Environmental conditions

Operating conditions
Power
consumption
QlIAsymphony SP

and
QIAsymphony AS

Overvoltage
category

Air temperature

Relative humidity

Altitude

Place of
operation

Pollution level

Environmental
class

Transportation conditions

Air temperature
Relative humidity

Environmental
class

100-240 V AC, 50/60 Hz, 1400 VA

Mains supply voltage fluctuations are not to exceed 10% of
nominal supply voltages. The inlet is on the QIAsymphony SP;
in combined operation, the maximum power consumption is

1400 VA (SP: 800 VA; AS: 600 VA).

18-26°C (64.4-78.8°F)

20-75% (noncondensing)

Maximum 75% relative humidity
Up to 2000 m (6500 ft.)

For indoor use only

2

3K2 (IEC 60721-3-3)
3M2 (IEC 60721-3-3)

25°C to 70°C (-13°F to 158°F) in manufacturer's package
Maximum of 75% (noncondensing)

2K2 (IEC 60721-3-2)
2M2 (IEC 60721-3-2)
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Storage conditions
Air temperature 5°C to 40°C (41°F to 104°F) in manufacturer’'s package
Relative humidity ~ Maximum of 85% (noncondensing)

Environmental 1K2 (IEC 60721-3-1)
class
1M2 (IEC 60721-3-1)

16.2 Mechanical data and hardware features

QlAsymphony SP
Dimensions Width: 128 cm (50.4in.)
Height: 103 cm (40.6in.)
Depth: 73cm (28.7 in.)
Weight 175 kg (385.8Ib.)
QIAsymphony AS
Dimensions Width: 59 cm (23.21in.)
Height: 103 cm (40.6in.)
Depth: 73 cm (28.7 in.)
Weight 90 kg (198 Ib.)

QIAsymphony SP and AS (integrated operation)

Dimensions Width: 185cm (72.8in.)
Height: 103 cm (40.6in.)
Depth: 73 cm (28.7 in.)

Weight 265 kg (584 Ib.)

Note: Weight does not include packaging of the
QlAsymphony Cabinet SP/AS.
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17 User Interface Addendum

This section provides an overview of the QIAsymphony SP/AS user interface. The names
of tabs, tools, and buttons are displayed in alphabetical order. The availability of the
software opftions is denoted using the following abbreviations:

e IR =Integrated run (QIAsymphony SP/AS) application
e TlIs = Tools options for QlAsymphony SP/AS

In addition, the name of each menu opfion is provided together with a description of the
option. Several workflows may use the option, and workflow-specific descriptions are
included.

For detailed information about the user interface refer to Sections 5 and 6.

Button Availability Menu option and description

Add User Tls User Management/User Overview

Enables creation of a new user account.

IR Assay Assignment

Shows all selected Assay Parameter Sets in the

tab view.

' Tls File transfer/Process Files
fissay Confral sets /

Enables download/upload of Assay Control Set
file(s).
Assay Definfons Tls File transfer/Process Files
Enables download/upload of Assay Definition
file(s).

Assay Favorites Tls Tools

i U=k

Opens the Assay Favorites menu. Allows
definition of assay favorites.
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Button Availability Menu option and description

Assay Paaeer el Tls File transfer/Process Files

Enables download/upload of Assay
Parameter Set file(s).

IR Sample Rack(s)/Loading Information
Automatic ID P (s)/Loading i

1N |

Enables generation of arack ID (only for
assay racks).

Back IR Integrated Setup/Sample Preparation
[ilH

Opens the previous screen.

Backup Tls  File transfer/Process Files
Protocols
Press to transfer all protocols, assay control

sets and, if QIAsymphony AS is installed,

additional assay definitions and assay
parameter sets from QIAsymphony SP to
USB stick.

Bottle ID IR Consumables/Cartridges/Filter-Tips

Displays the Keyboard screen to enter or
scan the bottle ID.

Tls Miscellaneous
Cancel

L

Cancels a completed workflow without
saving the changes.

[ . . Tls Files transfer/Insir. Setup Files
Cartridge Infartration / P

Enables upload/download of new reagent
cartridge information.

Change PWD Tls User Management/User Overview

Enables you to change your password.
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Button Availability Menu option and description

Tls User Management/User Overview
Change Roles 9 /

Enables the role of an existing user to be
changed. This option is only available to
the “Supervisor”.

)

Integrated Setup/Define Sample/Sample
ID

Clear

Removes text from the text field. Enables
the user to clear positions and remove
sample ID and sample type.

Integrated Setup
Clear

Deletes the assigned Assay Parameter
Set(s) from selected sample position(s).

)

|
Consumables Consumables

Switches back from the Sample
Calculation to the Consumables view.
Configuration Tls Tools
Displays the Configuration menu. Only
available for the “Supervisor”.

Confimation Files Tls Transfer files/In-/Output Files

TIRE

Enables download of start batch

confirmation files.

Note: Not relevant for FDA cleared or
approved nucleic acid tests.
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Button Availability Menu option and description

IR Sample Preparation/Command bar/Assay
Setup
Continues the run on the paused

subsystem. The Continue SP or Continue AS
button appears if the current run is paused
on the respective subsystem. After
pausing, the samples of the processed
batch will be flagged as “unclear”.

Note: A run should only be paused in case
of an emergency.

Note: Pausing a run will result in all samples
being flagged as "unclear”. For FDA
cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate
all “unclear” samples.

Tls Instrument Report
Create

Creates an instrument report file.

Define ICs IR Integrated Run

Enables definition of an internal control.
This button is active only when internal
conftrols are loaded in a fube carrier.

Define Assays Integrated Setup

Opens the Assay Assignment screen.

Delete OId Files Tls File transfer/In-/Output Files

00 i

Deletes input and output files (except log
files) that are older than a defined number
of days. The default is 10 days and can be
adjusted upon request by QIAGEN Field
Service Specidalists.
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Button Availability

Menu option and description

Details ~

]

Deselect All

I,_
[
el

et Samples R
EC+ IR
IR

Tls

Tls

E |
= m
a i

Integrated Setup

Opens a message box that provides
detailed information about the assigned
assays and the integrated batch.
Integrated Setup

Enables the user to deselect all selected
positions.

Integrated Setup

Opens the Sample Preparation/ Batch
X/Define Samples screen.

Define Samples/Sample Rack Layout
Sets the sample type of the selected
samples fo EC+ (positive external conftrol).
Define Samples/Sample Rack Layout

Sets the sample type of the selected

samples to EC- (negative external conftrol).

Sample Preparation/Tools

Opens the File transfer menu, enabling
fransfer of selected file types to the
QIAsymphony SP/AS or to the USB stick.

Rack browser/Sample Racks
Rack browser/Eluate Racks
Rack browser/Assay Racks

Enables the user to manually enter and
then search for IDs using the Keyboard

screen.
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Button Availability

Menu option and description

IR
Generate ID
IR
Instrument Report
IR
ID:/Type
IR

IC Tubes

JNNUCE ] BOAN

lnput Racks

Tls

Tls

Tls

Tls

Sample Preparation/Integrated Setup

Allows the user to assign a virtual ID to
selected samples without bar codes. The
virtual ID is displayed as: **_PositionNumber
on Tube Carrier_Unique Batch ID".
Miscellaneous

Provides information to help the user
complete the current screen.

Instrument Report

Displays the Instrument Report menu.

Integrated Setup

Allows the user to edit sample IDs and
sample types.

Integrated run

Displays the Inserts/Tube types list. This
enables the user to assign the correct tube
type to the position.

Service SP/Service AS

Allows the user to inifialize the
QlAsymphony instrument. After pressing
the button, press Yes to inifialize or No fo
cancel.

Labware browser/Labware SP

Opens the Input Racks dialog panel and
provides information about which sample
racks can be used.
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Availability

Menu option and description

Labware £3

Lahwrare Browser

Labuare 5F

| s |
==
N

Load

Tls

Tls

Tls

Tls

Tls

Tls

Labware browser/Labware AS
Labware browser/Labware SP

Opens the Labware dialog panel.

File transfer/Instr. Setup Files

Enables download/upload of
QlAsymphony AS labware file(s).

Tools

Opens the Labware Browser menu.

Instr. Setup Files

Enables download/upload of the
QIAsymphony SP labware file(s).

Service SP/Service AS

Opens script output. This button is enabled
after an operator service script has been
performed.

Rack browser/Sample Racks
Rack browser/Eluate racks
Rack browser/Assay Rack

Displays the rack files that were modified
between 00:00 of Monday last week and
00:00 of Monday of the current week.

Loading Information

Enables a reagent rack to be loaded.
Press when loading the reagent rack. The
system will check during the inventory scan
whether reagent, sample, and assay racks
were loaded correctly.
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Button Availability

Menu option and description

o . T

\ Loading Informafion °

| . T
Log Files °

]

File Transfer/In-/Output Files

Enables download of loading information
file(s). Only visible when the QIAsymphony
AS is installed.

File Transfer/In-/Output Files

Enables download of system log file(s).

Tools

Switches to the assay setup user interface
and displays the Maintenance AS menu for
the QlAsymphony AS.

Tools

Displays the Maintenance SP menu.

File Transfer

Ensures that selected files should not be
synchronized when Transfer is pressed.
Assay Setup

Saves changes and returns to the recent
screen.

Assay Setup/Eluate Drawer

Closes the screen.

Eluate Drawer

Performs an inventory scan of the “Eluate”
drawer to check the inventory of the
“Eluate” drawer against the slot/rack
assignment made in the Eluate
Drawer/Elution Slot/Change Rack X
screen.
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Button Availability Menu option and description

ot Sample Racks/Eluate Racks/Assay Racks
Br

Displays the rack files that were modified
before 00:00 of Monday last week.

Output Racks Tls Labware browser/Labware SP

Opens the Output Racks dialog panel and
provides information about which elution
racks can be used.

Overvisy ‘ IR Sample Preparation/Assay Setup

Opens the assay setup Overview screen.
This button is enabled when either the

Sample View or Parameter View is open.

m IR Sample Preparation

Pauses the QIAsymphony SP. The Pause
button should only be pressed in an
emergency. After pressing Pause, the
QIAsymphony SP completes the current
command being processed, pauses the
protocol, and changes the sample state to
“unclear”. If the protocol has been
paused either by the user or due to an
error, the Stop and Continue SP buttons
appear.

Note: Pausing a run will result in all samples
being flagged as "unclear”. For FDA
cleared or approved nucleic acid tests,
Rotor-Gene AssayManager will invalidate

all “unclear” samples.
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Button Availability

Menu option and description

‘ Panse AS IR

Parameter View l R

Process Config Profiles fls
Protocols fls

Sample Preparation

Pauses the QlAsymphony AS. The Pause
button should only be pressed in an
emergency. After pressing Pause, the
QIAsymphony AS completes the current
command being processed, pauses the
protocol, and changes the sample state to
“unclear”. If the protocol has been
paused either by the user or due to an
error, the Stop and Continue AS buttons
appear.

Assay Setup

Opens the Parameter View screen. This
screen displays information in a tabular
format about Assay Parameter Sets and
specifications for samples that will be
processed, that are currently being
processed, or that have been processed.

File Transfer/Instr. Setup Files

Enables download of custom process
configuration profiles.

File transfer/Process Files

Enables download/upload of protocol
file(s).

Miscellaneous

Displays the available sample rack types in
the control panel.
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Button Availability

Menu option and description

Rack Files
Tls
IR
Rack ID
Remove IR
Tls

Reagent Holders

IR

Miscellaneous

Displays the Rack Browser menu for
viewing rack files saved on the
QlAsymphony SP/AS instrument.

Assay Setup/Sample Preparation
Displays the available rack files in the
control panel.

File Transfer/In-/Output Files

Enables upload/download of the rack
file(s).

Eluate Drawer

Enables a rack ID to be scanned or
manually entered.

Loading Information/Loading Reagents

Enables a reagent rack fo be removed.
Press when unloading the reagent rack.
The system will check during the inventory
scan whether the rack was unloaded
correctly.

Labware browser/Labware AS

Opens the Reagent Holders view in which
information about reagent holders is
displayed.

Sample Rack Layout

Sets the sample type of the selected
samples to Sample.
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Button Availability

Menu option and description

IR
Sample ID

IR
Sample Cale,

\l Sample ID IR

IR
Sample Tubes
| Sample View IR

Tls

‘ Scan Kil Barcode ‘ R

Serts AS fls

Consumables
Cartridges

Opens the Sample Calculation dialog
panel.
Integrated Setup/Define Samples

Allows the user to edit the IDs of the
selected position(s) on the rack grid. When
the button is pressed, the Manual Input
screen appears.

Eluate Drawer/Integrated Setup

Displays the Keyboard screen, enabling
the user to manually enter sample IDs.

Integrated Setup/Sample Preparation

Enables the user to change the tube type.

Overview

Opens the Sample View screen. This
screen displays information in a tabular
format.

User Management/User Overview

Saves changes.

Assay Setup

Enables the user to enter a kit bar code.
Press the field. You can enter a bar code
in the screen that appears.

File Transfer/Instr. Setup Files

Enables upload/download of operator
service scripts for the QIAsymphony AS.
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Button Availability

Menu option and description

| . T
atfipts 3P °
'R
Specification R
Tls
Start

Stop AS

Stop SP

0

File Transfer/Instr. Setup Files

Enables upload/download of operator
service scripts for the QIAsymphony SP.
Integrated Setup

Enables the user to select all samples.

Tools

Opens the Service AS menu under which
special service functions (e.g., for
maintenance or instfrument re-initialization)
can be initiated.

Tools/Sample Preparation

Opens the Service SP menu under which
special service functions (e.g., for
maintenance or instrument re-initialization)
can be initiated.

Assay Assignment

Opens the Assay Specifications screen.

Tools

Starts the selected operator service script.

Command bar

Stops the AS run. The Stop button appears
if the current assay run is paused.
Command bar

Stops the SP run. The Stop SP button
appears if the current run is paused.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 355



Button Availability Menu option and description

Stop Scan
W Drawer
E Drawer
E&R Drawer
A Drawer

Stops the inventory scan of the “Eluate”
drawer that is in progress, and then opens
the previous screen.

. Tls Rack browser/Sample Racks
This week

Rack browser/Eluate Racks
Rack browser/Assay Rack

Displays the rack files that have been
modified since 00:00 of Monday of the
current week, including the rack files that
were modified foday. This option is
preselected by default.

Tls Rack browser/Sample Racks
Today

Rack browser/Eluate Racks
Rack browser/Assay Rack

Displays the rack files that were modified
today.

Tls Maintenance SP
Tools

Opens/returns to the Tools menu.

P

File transfer/Instr. Setup Files
Transfer
File transfer/Process Files

File transfer/In-/Output Files

Enables transfer of selected file types to
the QIAsymphony SP/AS or to the USB stick.

)

. L p
Tube Carrier abware §

g ko

Opens the Tube Carrier screen.
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Button Availability

Menu option and description

Users Tis
. Tls

Work Lists
Tls

Yes

Instr. Setup Files

Saves information about all created users
to a USB stick. Press to download the Assay
Control Set file(s).

Tools

Opens the User Management menu for
managing users and passwords.

File Transfer/In-/Output Files

Enables upload of work list(s).

File Transfer/In-/Output Files

Enables selected files to be synchronized
when Transfer is pressed.
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18 Glossary

Term Description

AC Abbreviation for assay conftrol.

AD Abbreviation for Assay Definition.

Adapter Metal block that can hold consumables (e.g., microplate) on
the worktable. For a list of available adapters, refer to the
Instructions for Use (Handbook) for the assay you are using.

APS Abbreviation for Assay Parameter Set.

“Eluate and QIAsymphony AS drawer intfo which sample racks, filter-fips,

Reagents” and reagents are placed.

drawer

“Assays” drawer

Assay Conftrol

Set

Assay definition

Assay Parameter
Set

Assay rack

Assay rack ID

Assay specific IC

QIAsymphony AS drawer into which assay racks are placed
and in which assays are set up.

The combination of a protocol plus additional parameters,
such as internal conftrol.

A set of instructions for the QIAsymphony AS that allows the
insfrument to perform an assay run.

The combination of an Assay Definition with additional
parameters defined, such as replicate count and number of
assay standards. In Integrated run mode, it is also connected
fo the ACS.

Name of the output formats of the QIAsymphony AS.

Identification number that is associated with an assay rack.
This can be manually or automatically entered.

An infernal confrol (IC) used during sample preparation that is
specific for a particular assay. If this assay is selected on the
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Term Description
QIAsymphony AS, the master mix for those samples does not
need an internal control.

Bar code A device on the QlAsymphony SP that reads bar codes on

camera (2D) consumables.

Bar code A handheld device that enables scanning of bar codes and

scanner conversion of them into data that is transmitted to the
QlAsymphony SP/AS.

Buffer bottle An additional bottle of buffer that is placed into the
“Reagents and Consumables” drawer, if required by the
protocol.

Conveyor A component of the QIAsymphony SP that moves sample
prep cartridges below the magnetic head during sample
preparation.

Cycler file A data file that is generated by the QIAsymphony that can be
fransferred to certain cyclers (i.e., Rotor-Gene Q). The cycler
file contains information about sample ID, sample position,
and concentration and unit of assay standards.

Note: Not relevant for FDA cleared or approved nucleic acid
tests.

EC- Abbreviation for negative extraction control.

EC+ Abbreviation for positive exfraction confrol.

Eluate Purified nucleic acids.

“Eluate” drawer

Elution rack

Error code

Drawer into which purified nucleic acids are eluted.

Name of the output format of the QIAsymphony SP. An elution
rack can be used as the input format for the QIAsymphony AS.

A number that is associated with a specific error that occurred
on the QIAsymphony SP/AS instruments.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

359



Term Description

Filter-tip A consumable that is picked up by a tip adapter during
operation of the QIAsymphony SP/AS instruments. Liquid is
aspirated into and dispensed from a filter-tip.

Hood The QIAsymphony SP/AS hoods protect users from the moving
robotic arms and from potentially infectious material on the
worktable.

IC Abbreviation for internal control.

Integrated run

Internal conftrol

Inventory scan

Labware

Loading
information file

An integrated run consists of a sample preparation run on the
QIAsymphony SP and then an assay setup run on the
QIAsymphony AS. Eluates are automatically tfransferred from
the QIAsymphony SP to the QlAsymphony AS via the fransfer
module. An integrated run is defined in the software for the
complete workflow before starting the run.

QIAGEN assay kits contain a second heterologous
amplification system which is detected as an internal confrol
(IC) in a second fluorescence channel. The IC allows the user
both to control the nucleic acid isolation procedure and to
check for possible PCR inhibition.

An inventory scan is performed to check that drawers are
correctly loaded and that the QIAsymphony SP/AS instruments
have all required reagents and consumables for a protocol.

A piece of labware is a plastic/consumable item (e.g., PCR
plate, microplate, reagent tubes, filter-tips) that samples,
reagents, assays are put info and that can be used on the
QIAsymphony SP/AS instruments.

A data file generated by the QIAsymphony AS that contains
detailed information about required reagents, sample rack(s),
assay rack(s), and disposable filter-tips.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 360



Term

Description

Lysis station

Log file

Magnetic head

(MH)

Magnetic-head

guards

MM

MM+IC

MM-IC

n/a

Network

interface

NTC

NTC-IC

NTC+IC

Optical sensor

A component of the QlAsymphony SP that accommodates
sample prep cartridges and enables automated lysis of up to
24 samples in one batch.

Data file(s) generated by the QIAsymphony SP/AS instruments
that contains general information about the instfruments, user
interactions, and details about the protocol being run.

An array of 24 magnetic rods for processing magnetic
particles.

The magnetic-head guards move below the magnetic head
during sample preparation and catch any drops that may fall
from the 8-Rod Covers.

Abbreviation for master mix.

Abbreviation for master mix with internal conftrol.

Abbreviation for master mix without internal control.

Not applicable

The network interface allows connection of the QlAsymphony
SP/AS instruments to a network via an ethernet cable.

Abbreviation for no template control.

Abbreviation for no tfemplate control with master mix, without
internal conftrol.

Abbreviafion for no femplate control with master mix and with
infernal control.

A component of the QIAsymphony SP and AS that checks
that consumables are correctly loaded in the “"Reagents and
Consumables”, “Eluate and Reagents”, and "Assays” drawer
during an inventory scan.
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Term

Description

Panel

Piercing device

Piercing lid

Pipettor head

Power switch

Protocol

QlIAsymphony
Cabinet SP/AS

QlIAsymphony
Management
Console

Rack file

Rack type

A group of Assay Parameter Sets.

A device integrated in the “Reagents and Consumables”
drawer that enables reagent cartridges to be automatically
opened by the QIAsymphony SP.

A lid that is placed on top of the reagent cartridge that
enables the reagent cartridge to be automatically opened by
the QIAsymphony SP.

A component of the QIAsymphony SP/AS instruments that
aspirates and dispenses liquid. Each pipettor head contains 4
syringe pumps, each of which is connected to a tip adapter.

A button located at the front left of the QIAsymphony SP in
the bottom-left corner. It allows the user to switch the
QIAsymphony SP/AS instruments on and off.

A set of instructions for the QIAsymphony SP that allows the
instrument to perform an automated purification procedure.

Cupboard that is specially designed to position the
QlIAsymphony SP/AS instruments.

Software that is provided with the QIAsymphony instrument(s)
that enables users to manage files, create Assay Control Sets
and/or Assay Parameter Sets, convert .csv formatted rack files
or work list files into .xml files, and to check that result files have
not been modified.

File that contains information about sample racks or assay
racks (i.e., rack type, rack ID, sample volumes, assay rack
volumes). Rack files can be generated manually or
automatically.

Type of rack that will be used on the worktable.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018



Term Description
Reagent An item of labware that contains a magnetic-particle frough,
cartridge reagent froughs, and enzyme rack. A reagent cartridge is

Reagent holder

“Reagents and
Consumables”
drawer

Result file SP

Result file AS

Robotic gripper

8-Rod Cover

Run status

“Sample”
drawer

prefilled with reagents.

An adapter that holds reagent tubes on the QlAsymphony AS.
There are 2 available reagent holders (Reagent Holder 1 and
Reagent Holder 2) that support different tube types at the
same fime.

Drawer that accommodates consumables and reagents
required for the protocol run.

A data file that is generated by the QlAsymphony SP for each
elution rack. The file contains general information, batch-
related information, and information about the reagent
cartridge.

A data file that is generated by the QlAsymphony AS for each
assay run/AS batch in integrated mode. It contains alll
information about the defined assay run and its parameters.

A component of the QIAsymphony SP robotic arm that
fransfers consumables (sample prep cartridges and 8-Rod
Covers) to the required position on the worktable during
sample preparation.

An array of 8 rod covers that cover the magnetic rods of the
magnetic head.

Indicates the status of a batch or assay run. This could be
READY TO LOAD, QUEUED, RUNNING, COMPLETED or STOPPED.
For more details, see Section 6.

Drawer that accommodates samples in primary or secondary
tubes or multi-well sample racks.
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Term Description
Sample prep A vessel with 8 wells that is used by the QlAsymphony SP for
cartridge purification of nucleic acids.

Sample rack

Sample rack ID

Sample tube

Sample status

Slot

Status LEDs

Target
temperature

Tip adapter

Tip chute

Tip disposal bag

Tip guard

Tip rack slots

A rack for holding samples.

Identification number/code that is assigned to a sample rack.
This can be automatically or manually assigned.

A tube for holding a sample containing nucleic acids to be
purified.

Indicates the status of a sample. This could be “valid”,

“unclear”, or “invalid”.

A worktable position on the QIAsymphony SP and AS.

Blue illuminated status bar, located at the front of the
QIAsymphony SP and AS. When the instrument(s) are switched
on, the status bar is illuminated.

The temperature which cooling positions will be cooled to, as
defined in the Assay Definition.

Each pipetting channel is equipped with a tip adapter which
picks up the disposable tips from the tip rack.

Passage through which used tips are disposed of from the
QIAsymphony SP/AS worktables. Each instrument has a
separate tip chute.

Used tips are stored in a tip disposal bag. They are ejected
from the QIAsymphony SP or AS worktable through a tip chute
and into a fip disposal bag.

The tip guard is positioned below the disposabile tip to avoid
aerosol contamination.

Positions on the QIAsymphony SP and AS worktable that
accommodate tip racks containing filter-tips.
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Term

Description

Touchscreen

Transfer module

Tube carrier

Unit box

UV lamp

Validation

“Waste" drawer

Worktable

Work list

The user interface that allows the user to operate the
QIAsymphony SP and AS.

Located under the separation window between the
QlAsymphony SP and AS, the fransfer module enables
automatic fransfer of eluate racks from the QIAsymphony SP
to the QIAsymphony AS.

A carrier that can accommodate up to 24 tubes.

A plastic box with a lid that contains either sample prep
cartridges or 8-Rod Covers.

A light source of ultraviolet light for worktable
deconftamination.

The QlAsymphony Operating Software checks if the file(s) that
are transferred to the QIAsymphony SP/AS instruments meet
certain criteria. For instance the software verifies whether all
files have a specific *.xml structure.

Drawer in which used consumables and liquid waste from the
sample preparation procedure is collected.

The surface of the QIAsymphony SP or QIAsymphony AS where
sample preparation or assay setup takes place.

File that enables automatic assignment of samples to Assay
Confrol Sets and Assay Parameter Sets. Work list files can be
generated by a LIMS or manually by the user.
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19 Introduction to QIAsymphony
Management Console (QMC)

19.1 About this section

Sections 19-31 describe the features of the QMC software and associated tools, and
enable the user to manage files, convert the format of rack files or work list files, and
check that files have not been modified.

Information about the QMC is provided in the following sections:

1. Infroduction fo QlAsymphony Management Console
2. QIAsymphony Management Console

3. Features of the QIAsymphony Management Console
4. File Transfer Tool

5. Checksum Vadlidator Tool

6. CSV Conversion Tool

7. Auto Transfer Tool

8. IC Calculator Tool

9. Getting Started

10. Configuration

11. Logging in and Connecting

12. Managing Files

13. QMC Troubleshooting
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20 QIAsymphony Management Console

The QMC allows users to manage application process files by manual download and

upload (File Transfer), and provides set up of automatic file transfer of the result files

(Automatic File Transfer). Additional tools for converting work lists (CSV Conversion) or

calculating the required IC (IC Calculator) are available to support the user.

20.1 Available tools

The QMC includes the following tools:

e File Transfer tool
e Checksum Validator tool

e CSV Conversion tool

e Avutomatic File Transfer tool

e IC Calculator tool

For more information about the tools, see Section 21.2 and Sections 22 to 26.

20.2 Controlling the mouse

The following terms for controlling the mouse are used in this user manual.

Term Action

Click Click with the left mouse button.

Right-click Click with the right mouse button.

Double-click Double click on the left mouse button.

Highlight Place the pointer over an item and click the left mouse
button. The item becomes highlighted.

Select XXX/xxx In the toolbar, select the xxx submenu from the XXX
menu.
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20.3 Installing the QIAsymphony Management Console
Note: Failure to follow these instructions may lead to unsuccessful installation of the QMC.
20.3.1 Minimum PC requirements

The table below lists the minimum PC requirements for the QlAsymphony Management
Console.

Note: PC must be supplied by the user.

PC feature Requirements

Supported operating Microsoft Windows 7 and 10

systems

Disk space 50 MB of available hard drive space

Memory 512 MB of RAM

USB port Available USB port for Mass Storage Devices

Network Available TCP/IP network (necessary for remote access)
Monitor/color settings 1024 x 768 screen resolution with 256 colors

CD-ROM drive CD-ROM drive (for software installation only)

Note: If a firewall is installed on the PC, it may prevent files from being fransferred.

Note: A PDF reader is required for use with the IC Calculator tool.

20.3.2 Installation

Begin installation of the QMC as follows.

1. Check that the minimum PC requirements (see Section 20.3.1, above) are met.

2. If an older version of the QMC software is installed on the PC, first remove the old
version before proceeding with the installation. For more information, see Section
20.4.

3. Insert the QMC installation CD into the CD-ROM drive of the PC.

4. Tolaunch the installation, right-click Start and select Explore. Browse to the CD-ROM
drive and the QMC installation files.
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5. Double-click the Setup.exe file. The QMC Setup Wizard is launched. The wizard
installs the necessary components to the PC.

ﬂ QlAsymphony Management Co_ EIQM

Welcome to the QlAsymphony Management 00000
Console Setup Wizard o.oog

The installer will guide you through the steps required to install QlAsymphony Management Conzale
ah Your cormputer.

WARMNING: This computer program is protected by copyright law and intemnational treaties.
Unauthorized duplication or distribution of this program, or any portion of it, may result in severe civil
or criminal penalties, and will be prozecuted to the maximumn extent pozzible under the law.

6. Click Next to continue.

7. Select the installation folder for the QMC by following the instructions in the dialog
box. Click Next to confinue.

%) QlAsymphony Management Co_ LE‘QM

Select Installation Folder 00000

The installer will install Ol4symphony Management Console ta the following folder.

Ta install in this folder, click "Mext". To install to a different folder, enter it below or click "Browse".

Folder:

C:%\Program FileshQIAGEMN\QIAzymphony Management Conzale’, Browse...

Cancel ] ’ < Back ] E Mest »

8. Click Next to continue.
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9.

B G o oo T (s

Confirm Installation so8es
111}
QIAGEN

The installer iz ready to install QlAsymphony kManagement Console on your computer.

Click "Mext" to start the installation.

A dialog box opens that shows the progress of the installation procedure.

e oo L

Installing QlAsymphony Management
Console

spe0e
o000
QIAGEN

Ql4symphony Management Console is being installed.

Pleaze wait...

E Cancel i ‘ < Back ‘ | MNest »
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10. When the installation has finished, click Close to exit the installation wizard.

ﬂ QlAsymphony Management Consolt- L=

Installation Complete 00000

Qlasymphony Management Console has been successfully installed.

Click "Cloze" to exit.

20.4 Uninstalling the QIAsymphony Management Console
software

Note: Before installing a new version of the QMC software, save all result and log files in
a different folder, and then delete all remaining files and folders from the old software
version. A new file/folder structure will need to be created when the new version of the
software has been installed.

Uninstall the QMC software before installing a newer version as follows:

1. Click Start.

2. Select Control Panel.

3. Select Add or Remove Programs.

4. Select the QIAsymphony Management Console from the list and click Uninstall.

After the management console has been successfully uninstalled, a newer version
can be installed.

Note: All local data will remain on the PC.
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20.5 Launching the QIAsymphony Management Console

Launch the QMC as follows:

1. Click Start and select All Programs/QIAGEN/QIAsymphony Management Console
from the Start menu.

The QMC is launched and the File Transfer tool is displayed.

2. If you are launching the QMC for the first time, a dialog box will be displayed that
asks you whether the same directories that are on the remote site (QIAsymphony or
USB stick) should be created. If you click Yes, the subdirectories are created in the
default main (root) directory (C:/Program files/QIAGEN/ QlAsymphony
Management Console).

If you click No, the data directories will not be created in the default root directory.
The dialog box will also be displayed if QIAsymphony has other subdirectories in
addition to those found in the default main (root) directory. Click Yes to update the
data structure.

If an older version of the QMC was installed and has been uninstalled by following
the steps in Section 20.4, the defined root directory for the File Transfer tool will be
kept. If the dialog box described above is displayed, click Yes to update the
subdirectories so that they have the same structure as those on the QlAsymphony
SP/AS.

3. When the QMC is launched for the first time, you may need to configure the general
options and the options for the File Transfer, Checksum Validator, CSV Conversion,
and Auto Transfer tools (for detailed information, see Section 28).

4. To manage files on the QlAsymphony SP/AS, log in to the QlAsymphony (for detailed
information, see Section 29).

Note: The QMC does not show up properly when Windows runs with a zoom factor (for
example, 125%). On the PC, go to the Windows Control Panel, select Display and set the
zoom factor to 100%. When the PC has a high resolution display connected, it might
additionally be required to reduce the screen resolution in the control panel; otherwise
the QMC screens might be so small that the text cannot be read.
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21 Features of the QIAsymphony
Management Console

The main screen of the QMC automatically appears when the QMC is launched. Each
screen of the QMC provides:

® A menu bar for selecting various options

e A tools list enabling selection of tools (see Section 20.1)

® An information bar

® Aninformation panel (except in the main screen)

File Transfer

File Format | Assay Control Set v New .. | [Refresh lists

Local Site Remote Site

Location  COM-HVWBON (C:Worksftrunk/data’AssayControlSets) Location [ [No Carrier] v

File Hame Size Modified # File Name Size Hodified

ACS_Demo_SW

#

1 )_HCV_V1.0.1xm | 3KB | 2016-12-23 13:26:35
2 ACS_Demo_SW

3

)_SWS.0_HIV_V1.0.1xml | 3KB | 2016-12-23 13:26:36
ACS_Virus_1000.xml 1KB | 2016-12-23 13:27:00

EEE
KR

® IdenticalFle ® OlderFle ® UniqueFile ® Newer File

1 Menu bar 3 Information bar

2 Tool bar

QlAsymphony Management Console main screen.

21.1 Menu bar

The menu bar contains the File, Tools, and Help menus.

The submenus of these drop-down menus are black when enabled and gray when
disabled.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018



21.1.1 File menu

Login The Single Sign On - Login dialog box appears (see Section 29.1).
This enables the user to connect to the QIAsymphony via a
network.

Note: It is not possible to connect to the QlAsymphony if the
instrument is switched off.

Note: The QIAsymphony Management Console and the
QIAsymphony must have the same software version (i.e., software

version 4.0).

Logout This enables the current user to log out and disconnect from the
QlAsymphony.

Exit Closes the QMC.

21.1.2 Tools menu

Options The Options dialog box appears (see Section 28.1).
List of Opens the selected tool

available

tools

21.1.3 Help menu

About The About QlIAsymphony Management Console dialog box
appears and displays information about the management
console, including the version number.

-#» About QIAsymphony Manageme 2 x|

.: .I H.G.Eﬁ for QIAsymphony Software Version 5.0,3.0
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21.2 Tool list

All available tools are displayed in this list. Currently, the following tools are available:

e File Transfer tool

® Checksum Validator tool
® CSV Conversion tool

e Avuto Transfer tool

e IC Calculator tool.

Individual tools are described in the following sections.

21.2.1 File Transfer tool

The File Transfer tool enables file exchange between the QlAsymphony and a predefined
local path on an external PC or network, using either a connection or using a USB stick
(see Section 30).

21.2.2 Checksum Validator tool

The Checksum Validator tool enables validation of Result Files as well as all protected files
on the QIAsymphony (see Section 30.5).

21.2.3 CSV Conversion tool

The CSV Conversion tool enables the format conversion of files in *.csv and *.xml format
(see Section 30.6).

21.2.4 Auto Transfer tool

The Auto Transfer tool enables automatic transfer of result, log, and loading information
files from the QIAsymphony to a predefined directory as well as automatic transfer of
work lists from the local PC or network to the QlAsymphony (see Section 30.4.2). Newly
fransferred result files and loading information files can also be printed automatically (see
Section 30.4).

21.2.5 IC Calculator tool

The IC Calculator tool assists for calculating the volumes of individual components of the
internal conftrol (IC) mix for the QIAsymphony SP (see Section 26).
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21.3 Information bar

The information bar is located at the bottom of the screen and when a user is logged in
it displays information about the name of the current user, date and time of login, and
the QIAsymphony host name. In addition, a symbol is displayed enabling the operator to

easily see whether a user is currently logged in.

Login Date and fime of login is displayed.
Account The name of the user currently logged in is displayed.
Host The QlAsymphony host name that has been selected for remote

access is displayed. By default, the host name is gsspxxxx, where
xxxx is the serial number of the QlAsymphony SP.

Symbol denotes that a user is currently logged in.
o

tr Symbol denotes that no user is currently logged in.
fr

21.3.1 Information panel

The information panelis located on the right side of the screen. This panel provides helpful
information about the current screen. Use the up and down arrows to scroll through the
text.

®

"Automatic File Transfer” Tool &
Precondition: FileTransfer user on
Qlasymphony must be defined

“ou are using Windows Vista or an
above operating system version.
When you try to start the service and
it cannot be started, do the following:

1. Uninstall the GMC.

2. Install the QMC as Administrator

a. To run the installation as
administrator, right click the
executable and choose
"Properties-=Compatibility-=Privilege
Level-=Run this program as an
administrator”.

3. To start/stop the file transfer

zarvice alen rin the OMC as

Example information panel.
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22 File Transfer Tool

Files can be uploaded, downloaded, or deleted using the File Transfer tool. Files can be

managed via connection to the QIAsymphony or using a USB stick (see Section 7).

The File Transfer tool enables the following:

e Exchange of files between the QIAsymphony and a predefined local path on an

external PC or network.

e Deletion of files on the predefined local path or network, QIAsymphony, or USB stick.

e Transfer of files from a predefined local path or network to a USB stick.

e Transfer of files from a USB stick to the predefined local path or network.

When using a QIAsymphony connection, the role of the user that established the

connection affects the types of files that can be managed, as described in the following

table.

Operator The “Operator” enables transfer of the following file types from
the QlAsymphony to the QMC.
e Audit Trail
e Instfrument Report
e Logfiles
® Rack files
e Resulf files
o Work lists
® Instrument report file
e Loading information
e Start Batch Confirmations
The “Operator” enables fransfer of the following file types from the
QMC to the QIAsymphony.
® Rack files
e Work list

Supervisor The “Supervisor” enables transfer of the following file types from

the QIAsymphony to the QMC.

Audit Trail
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The "Supervisor” enables transfer of the following file types from the

Instrument report files
Duration file

Labware

Log files

Rack files

Result files

Service script maintenance
Service scripts operator
Work list

Process configuration profile
User management
Maintenance configuration files
Assay Confrol Set

Protocol

Reagent definition

Assay definition

Assay Parameter Set

Loading information

QMC to the QIAsymphony.

Labware

Process configuration profile
Rack files

Service script maintenance
Service script operator
Work list files

User management file
Assay Confrol Set

Protocol

Assay definition

Assay Parameter Set

Reagent definition
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File Transfer tool

The File Transfer tool displays several features including:

e A File Format drop-down menu that enables the type of file to be selected.

Edit and New buttons that are enabled when Assay Control Set or Assay Parameter
Set is selected as file type, and the user is logged in as “Supervisor”.

A Remote Site selection box that enables selection of the remote site (USB stick or
connected QIAsymphony).
A list of files stored on the predefined local path or network (for more information,

see page 401), displayed according fo selected file type.

A list of files stored on the remote site, if available, displayed according to selected
file type.

-#b QlAsymphony Management Console

File Transfer

File

Format [_Assay Control Set v] n [“Hew | [Refreshists

Local Site Remote Site

Location  COM-HVWBON (C:Worksftrunk/data’AssayControlSets) Location [ [No Carrier] v

# File Hame size Wodified

1 | ACS_Demo_SWS.0_HCV_V1.0.1xml | 3KB | 2017-01-3113:44:38
2 ACS_Demo_SWS.0_HV_V1.0.1xml | 3KB | 2017-01-3113:44:39
3 | ACS Virus_1000xml 1KB | 2017-01-31 13:45:03

# File Name Size Wodified

x][~][v]

[x

® IdenticalFle ® OlderFle ® UniqueFile ® Newer File

1 File Format drop-down menu 3 Remote Site selection box

2 Local Site file list 4 Remote Site file list

22.1 File Format drop-down menu

Available file types are displayed in the File Format selection box. The items displayed in

the list vary depending on whether a user is logged in and the user role.
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File types in the following table are displayed in the File Format selection box.

User Selectable file types Action

No user Assay Control Set Files saved on the predefined local

logged in Assay definitions path on the PC or network are listed
Assay Parameter Set in the local path file list.
Audit Trail Files can be deleted from the local
Configuration path.
Data recording file SP Files can be transferred from the local
Data recording file AS path (root directory) to the USB stick
Duration file SP or from the USB stick to the local path.
Duration file AS Files on the USB stick can be deleted.

Instrument report files
Labware AS

Labware SP

Loading information

Log files

Maintenance configuration

Process configuration profile
Protocol

Protocol, unfinished

Rack files

Reagent definitions

Result files AS

Result files SP

Service script developer AS
Service script developer SP
Service script maintenance
AS

Service script maintenance
SP

Service script operator AS
Service script operator SP
Service script service AS
Service script service SP
User management

Work List

Work Table
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User Selectable file types

Action

“Operator” Audit Trail
Instrument report files
Loading information
Log files
Rack files
Result files AS
Result files SP
Work list

Files saved on the predefined local
path on the PC or network are listed
in the local path file list.

Files can be deleted from the local
path.

Files can be transferred to the USB
stick or from the USB stick fo the local
path.

Files on the USB stick can be deleted.

All listed file types can be
downloaded from the QlAsymphony
to the local path.

Work list and rack files can be
uploaded from the local path to the
QlAsymphony.

All listed file types, except log files
can be deleted from the
QlAsymphony.
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User

Selectable file types

Action

“Supervisor”

Assay Control Set

Assay definitions

Assay Parameter Set

Audit Trail

Duration file SP

Duration file AS

Instrument report file
Labware AS

Labware SP

Loading information

Log files

Maintenance Config
Process configuration profile
Protocol

Rack files

Reagent definitions

Result files AS

Result files SP

Service script maintenance
SP

Service script maintenance
AS

Service script operator SP
Service script operator AS
User management

Work list

Files saved on the predefined local
path on the PC or network are listed
in the local path file list.

Files can be deleted from the local
path.

Files can be transferred to the USB
stick or from the USB stick fo the local
path.

Files on the USB stick can be deleted.
Work lists, rack files, Assay Control
Sets, protocols, Assay Parameter Sefs,
assay definitions, labware files, service
scripts, process configuration profiles,
and information about reagent
cartridges can be transferred to the
QlAsymphony.

All listed file types can be
downloaded from the QIAsymphony.
All listed file types, except log files,
information about reagent cartridges,
service scripts, and user management
files can be deleted from the
QlAsymphony.

Important: When transferring a new labware package using the QMC, ensure that the
set of files that is in the installation package is completely transferred to the
QlAsymphony. In addition, ensure that any files that are not included in the package
(marked blue on the Remote Site in the File Transfer) are removed from the QIAsymphony.
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22.1.1 Buttons next to File Format selection box

Edit This button is enabled if Assay Control Set or Assay Parameter Set
is selected as file type and one Assay Conftrol Set or Assay
Parameter Set is highlighted.

New This button is enabled if Assay Control Set or Assay Parameter Set
is selected as file type.

Refresh lists Click to update the Local Site and Remote Site file list.

22.2 Remote Site selection box

Remote sites are listed in the Remote Site selection box. Use this list to select the remote
site (QlAsymphony or USB stick) you want to work with. The QMC can either be
connected to the QIAsymphony or to a USB stick. Alternatively, the QMC can be used
offline.

e To connect to the QIAsymphony, you must first log in.

e To connect to a USB stick, user login is not required.

22.3 Local Site and Remote Site file lists

Available files on the local path and remote site are displayed in the Local Site file list and
Remote Site file list, respectively. Files are displayed according to the selected file type.

The local path is configured in the Options dialog box of the Tools menu (see Section
28.1).
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22.3.1 Displayed file information

Additional information about the listed files is shown in the following table.

Use of colors

# (number)
File Name
Size

Created

Modified

Read

Status

m [dentical File ™ OlderFle ® Unigue File =W Newer File

o Identical File — the file is identical on the remote and local site

e Older File — the file is older than the other file and exists on
both the remote and local site

e Unique File — the file exists on either the remote site or the
local site, but not on both

Newer File — the file is newer than the other file and exists on

both the remote and local site

The number of the file.
The full file name is displayed.
The size of the file is displayed.

The date and time of file creation are optionally displayed. This
information is configured in the Options dialog box of the Tools
menu (see Section 28.1).

The date and the time af which the file was last modified are
optionally displayed. This information is configured in the Options
dialog box of the Tools menu (see Section 28.1).

The date and the time at which the file was last accessed are
optionally displayed. This information is configured in the Options
dialog box of the Tools menu (see Section 28.1).

Indicates the checksum status:
e Signed — checksum is valid and the file has not been
modified.

e Unsigned — checksum is invalid indicating that the file was
modified without using a suitable editor or the checksum is not
available.
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22.3.2 Actions

e Double-click the highlighted file to open the appropriate editor and display the
contents of the file.

e Right-click the highlighted file to open the context menu.
e Click[< to copy a file from the remote site to the local path.
e Click[>/to copy a file from the local path to the remote site.

e Click*/to delete files on either the local path or remote site, if permitted.
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23 Checksum Validator Tool

+ii» QIAsymphony Management Console =100 x|
Fie Tooks Help

Checksum Validator

Directory | C:AWorkstrunkidatalLabware\SP

List of files @

# File Name Size Wodified Status. &
- “Checksum Validator” Tool
1 TubehsertSA xml 4KB 20170112 09:26:18 signed [l Check valdiy of fies by browsing to
2| Tubelnsert38.xml 8KB 20120923 122612 signed the folder where fils are saved
3| Tubsinsert2A xml 8KB 2013-05-21 17:67:40 signed ”‘"kz“"(‘::‘ﬂt:!“"”ﬂ'm R
= = - signed: Checksum s valid. Fie has no
4| Tubehsert1Axml 12KB 2013.05-21 17:57:40 signed been manipulated and is n original
5| Tubelnsert03.xml 6KB 2013.08-23 1226:12 signed state
8 Tubelnsert02 i 12KB 20130521 17:57:40 signed - unsigned: Checksum is not availble
5 7 o invalid
7| Tubeinserto1 xml 1 KB zmsn: 21 17;74n signed S e T VSRS,
8| Tubehserto0.xml 14KB 20130521 17:57:40 signed may not hava been edied n the
8| TubeCartridge i 7KB 2012.01-31 1055 signed correspanding editor
10 TS_4247_c_1.4mi_RBStorageT-SlotAssignments. xml 1KB 2012-01-31 10 signed z“;:w ﬂth:r‘we of ﬂl‘em u:‘eﬂ by .
symphony is invalid, fie may have
11/ T5_4247_c_14ml_RBStorageTxml 9KB 2012-01-31 10, signed been manipulated i error
12| TS_4247_1.4ml_REStorageT-ShatAssignments. xml 1K8 2012.01-31 10:55: signed
13| TS_4247_1. 4ml_RBStorageTxml 7KB 2012:01-31 1055 signed
14 TS_3744_c_2DStorageTubes-SlotAssignments.xml 1K8 2012:01-31 10:55:20 signed
15| T5_3744_c_20StorageTubes. xmi 8KB 2016-06-09 16:16:52 signed
16 TS_3744_2DStorageTubes-SlotAssignments.xml 1K 2012.01-31 10:56:20 signed
17| TS_3744_20StorageTubes.xml 8KB signed
18| TS_3734_c_0 5ml_2_VBStorageT-ShotAssignments.xml 1K8 signed
19)T5_3734 ¢, 20_VBstorageTxml 8KB signed
20 T5_2734_0.5ml_2D_VBStorageT-SlotAssignments.xml 1KB 2012.01-31 10:56:20 signed
21/ TS_3734_0 5mi_20_VBStorageTxml 7K8 2016-06-08 16:16:52 signed M
22 TS_3711_c_1.4m|_2DStorageT-SlotAssignments xm 18 2012:01-31 10:55:20 signed

236 fle(s) found

The Checksum Validator tool.

The Checksum Validator fool provides the following for selecting a file.

Browse Button for opening the Browse Directory dialog box, which
enables the folder in which the files are located to be selected.

Directory Field that displays the selected directory.

x file(s) found Indicates the total number of files listed in the main panel.

The results of the checksum validation for the selected file are displayed in the main
panel. The local path is configured in the Options dialog box of the Tools menu (see
Section 28.1).

# The number of the file.
File Name The full file name is displayed.
Size The size of the file is displayed.

Created The date and time of file creation are optionally displayed. This
information is configured in the Options dialog box of the Tools
menu (see Section 28.1).
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Modified The date and the time at which the file was last modified are
optionally displayed. This information is configured in the Options
dialog box of the Tools menu (see Section 28.1).

Read The dafe and the time at which the file was last accessed are
optionally displayed. This information is configured in the Options
dialog box of the Tools menu (see Section 28.1).

Status Indicates the checksum status:

e Signed — checksum is valid and the file has not been
modified.

e Unsigned — checksum is invalid indicating that the file was
modified without using a suitable editor or checksum is not
available.
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24 CSV Conversion Tool

The CSV Conversion fool enables the format conversion of *.csv and *.xml files.

+ii» QIAsymphony Management Console =100 x|

File Took Help

CSV Conversion

Directory C QCWPlugins\CsvC: Browse | File format [ CSV format (" csv) v File type | Rack fies v

List of files @

# File Name Size Modified

“CSV Conversion” Tool
1| RackFie_Test_HNxConcentrationWihlink.csv 5KB 2016-12-12 08:47:21 { e ot e T
2| RackFie_Test_HNx-ConcentrationWihoutUnit csv 7KB 2016-12-12 08:47:21 worklst fes are saved

3| RackFie_Test BarcodedTubes. csv 8B 2016-12-12 08:47:21 2 EEEE D e
converted (original files).

3. file formatis .csv format, select file

pe.
4. Files are displayed.

5. Select file

6. Press "Convert to QlAsymphony”
(ean be used by Qiasymphony) for
rack files and work list fles that are to
be used by QlAsymphony.

Press "Convert to csv" ta convert rack
fies retrieved fromthe Qlasymphony to
csv format This format can be opened
by Hicrosoft Windows programs such
as Excel

3 file(s) found, 0 file(s) ignored. Convertto:

CSV Conversion screen.

x file(s) found,
x file(s)

ignored

Directory

Browse

File format
selection box

File type

#

File Name

Indicates the number of files that were found to correspond to
the search criteria, and the number of files that did not
correspond to the search criteria. The “found” files are listed in
the main panel.

The selected directory is listed.

Opens the Browse Directory dialog box, enabling the user to
search for the folder in which the files are located.

The available file formats are listed. Options for *.csv files (e.g., file
extension and file delimiter) can be defined in the Options dialog
box of the Tools menu (see Section 28.1).

Available file types are listed. It is possible to convert rack files to
both *.csv and *.xml format and work list files from *.csv to *xml
format.

The number of the file.

The full file name is displayed.
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Size

Created

Modified

Read

Status

Convert to:
QIlAsymphony

Convert to:
Ccsv

The file size is displayed.

The date and fime of the file creation are displayed. This optional
display is configured in the Options dialog box of the Tools menu
(see Section 28.1).

The date and time of the last modification of the file are
displayed. This optional display is configured in the Options
dialog box of the Tools menu (see Section 28.1).

The date and time the file was last accessed are displayed. This
optional display is configured in the Options dialog box of the
Tools menu (see Section 28.1).

The file status is displayed. The status of the file is always
"unknown".

Allows you to convert selected files in *.csv format to *.xml
format.

Allows you to convert the selected files in *.xml format to *.csv
format.
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25 Auto Transfer Tool

The Auto Transfer fool enables the configuration of automatic transfer of result and log
files from the QlAsymphony to a predefined directory. Result and loading information files
are fransferred to the predefined directory. Result and loading information files are
deleted after successful fransfer. Log files are transferred to the predefined directory and
remain on the QlAsymphony. In addition, the tool enables newly transferred result and
loading information files to be automatically printed.

Note: Do not use the Desktop or any of the subdirectories in My Documents as the
predefined directory. The Auto Transfer tool does not have read or write permission for
these directories.

Note: To use a network directory, follow the procedure in Section 28.6.1. In the default
configuration, the Auto Transfer tool does not have read or write permission for these
directories.

#» QlAsymphony Management Console o]

Fie Tools Hep

Auto Transfer

Auto Transfer

Automatic transfer of files toifrom instruments

[V Start automatic transfer service at system-start Polling Interval @
01:00 = Minutes : Secends
I™ Enable automatic transfer of rack fies from PC to instrument: B
I Eneble automatic transfer of rack fies from instrument to PC Precondiion: FieTransfer user on
[V Enable deletion of electronic records after successful transfer from instrument to PC Qiasymphony must be defined!

You are using Windows Vista or an
above operafing system version
When you try to start the service and
I™ Enable automatic printing of result fles it cannot be started, 4o the following:

Printer setup

™ Enable automatic printing of loading information
1. Uninstal the QHC.

I ] [ pnter.. | [ Testwage 2. nstall the QWC as Administrator

2. To run the instalation as
, ight click the
executable and choose
“Properties->Compatibilty->Frivilege
Level-»Run this program as an

Instruments

List of instruments
[ J 3. To start/stop the file transfer

Port service, also run the QC as
[ ] administrator.
Password &. The service can be started

‘ ] manually in services msc, when it is
configured to use the usars

credentiais.

Add m m b. To run services.msc followr
—»Administrative Tools-»Services”
Choose the QIAGEN FileTransfer
Service and press "Start" o start the
FieTransfer service. v
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Start automatic transfer
service at system start

Polling interval

Enable automatic transfer of
rack files from PC to

instrument

Enable automatic transfer of
rack files from instrument to
PC

Enable deletion of electronic
records after successful

transfer from instrument to PC

Enable automatic printing of
result files

Orientation
Enable automatic printing of
loading information

Orientation

Printer

Check this box to enable the automatic startup
of the AutoFileTransfer on starting Windows. By
default, this parameter should be enabled.

Administrator rights are required for Windows to
start or stop this service.

Enter a time for the polling interval. This setting
determines how often the QlAsymphony
Management Console checks for availability of
new files.

Check this box to enable automatic transfer of
rack files from PC to instrument.

Check this box to enable automatic transfer of
rack files from instrument to PC.

When selected, the following electronic record
file types on QIAsymphony will be deleted after
successful fransfer:

e Worklists

e StartBatchConfirmation (SP and AS)

® Result files (SP and AS)

e Loadinginformation

e AuditTrail

Check this box to enable result files to be

automatically printed.

Select whether to print result files in landscape or
portrait.

Check this box to enable loading information files
to be automatically printed.

Select whether to print loading information files in
landscape or portrait.

Click this button to display the Print screen, which
contains the list of available printers, and select a
printer.
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Text field
Test page

Instrument

Port

Password

List of instruments

Add

Test

Remove

Text label

Restart

The selected printer is displayed.
Click to print a test page on the selected printer.

Enter the hostname of the QlAsymphony SP, from
which files should be automatically transferred.

Enter the port of the connected QlAsymphony
(port 80).

Allows a password to be entered for the
FileTransfer user. In order to manage the
FileTransfer user and thus to configure its
password:

e Llogin fo the QIAsymphony SP/AS as a user
with the role "“Supervisor”.

e Go toTools and select User Management.

e Select the user FileTransfer in the Activated
Users selection and provide a password for it.

Refer to “User Accounts”, Section 4.4, for detailed
information about how to manage the user
accounts and how to configure the password.

This password does not expire but can be
changed if required. The password can only be
set by a user with the “Supervisor” user role.

Displays all configured instruments.

Adds the automatic file transfer configuration to
the instrument displayed in the Instruments dialog
field.

Tests the connection to the configured
instrument.

Removes the selected instrument configuration
from the list.

Indicates whether the QIAGEN File Transfer
service is currently running.

Restarts the QIAGEN File Transfer service (button

enabled when service is running).
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Start Starts the QIAGEN File Transfer service (button
enabled when service is nof running).

Stop Stops the QIAGEN File Transfer service (button
enabled when service is running).

Save Saves configuration changes.

Note: After changing the root directory for the Auto Transfer tool, the QIAGEN File Transfer
service must be stopped and restarted (see Section 30.4.3).

Note: The User Account Control (UAC) from Windows prevents use of the Start/Stop and
Restart buttons. In this case, deactivate the UAC (contact Microsoft for more details
about how to do this). If it is not possible o deactivate the UAC, or if you choose not to
deactivate the UAC, you can start/restart the QIAGEN File Transfer Service from within
the Windows service configuration. To do this, the QIAGEN File Transfer Service must be
configured with actual user credentials, see Section 28.6.1.
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26 1C Calculator Tool

The QIAsymphony Internal Control Calculator enables calculation of the volume of
reagent required to prepare the internal control-carrier RNA mixture (IC-carrier RNA

mixture) in specific tubes.

Note: If no infernal control is used, a carrier RNA-buffer AVE mixture must be used (see

“Calculating reagent volumes”, Section 26.2).

b QlAsymphony Management Console

Fie Tools Hep

=m0l

Humber of samples
20 (1...200)
Elution volume
ul

Internal control mode

IC Calculator |
input Result
ACS
[(Demo_sws.0_riv/ w101 v] Pigetting seheme
Labware Internal control(ul) | Carrier RNA(Y | Bufferul) | Total voluma(ul)
[ sAR#725693 T2.0 Screw v]

" Internal ControlSample T

@ Internal ControliEluate [ ozlum@.09

Calculation data

@ Initial elution volume
102yl
Volume internal control per sample

204

Carrier RNA per sample
5wl

Calculate

5549 136.0 669.1 1360.0

Remark

l Composttion of IC mix n single tube

Number of tubes
1] for ICMixture

@

1. Select an Assay Control Set (ACS).
2. Enter the number of samples.
3. Select the required labware.

4, Select the elution volume. Ensure that
the same volume is selected when
defining samples on Qisymphony SP.

5. Enter the required volume of internal
control (C) for the downstream
process. Ses the relevant kit handbook
for further detas. If IC is not required,
enter 0"

Note: If required by the protocol, add
carrier RNA. See the relevant kit
handbook for further details.

6. Press ‘Calculate’

e |

26.1 Before using the IC Calculator tool

The following steps must be performed to enable the functionality of the IC Calculator

editor tool.

1. Define the root directory (main directory) in the File Transfer tab of the Options

dialog (page 399).

2. Transfer Protocols and existing Assay Control Sets from the QIAsymphony to the

corresponding subdirectories of the root directory (page 400).
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26.2 Calculating reagent volumes

To calculate the required reagent volumes, proceed as follows:

1.

2
3.
4

2

Select the Assay Control Set that you want to use for processing the samples.
. Enter the number of samples to be processed.
Select the labware to be used for internal conftrol (IC).

. Select whether you would like to specify the internal control volume per eluate or
the internal control volume per sample.

If you chose to specify the internal control volume per eluate, select the elution
volume, otherwise skip this step.

When selecting the elution volume, ensure that the same volume is selected when
defining samples on QlAsymphony SP.

Enter the required amount of internal control (IC) per sample/eluate that is needed
for the downstream process. If IC is not required, enter 0.

Note: Carrier RNA will automatically be added, if it is necessary for the respective
protocol.

Press the Calculate button.

(Optional) Print the result of the calculation using the Print button to create a pdf
that summarizes the calculation data.

Prepare the IC-mixture as shown in the result. If multiple IC tubes are required, be

sure fo first prepare the mixture in one large tube and then dispense that mixture to

the individual tubes. This ensures that the ratio of reagents is the same in every IC
tube.

26.3 Structure of dialog box

6.3.1 Input panel

ACS Assay Conftrol Set to be used for processing the
samples.

Number of samples Number of samples to be processed with the IC-
mixfure.

Labware Labware to be used for internal control (IC).

Elution Volume Elution volume to be produced by the QIAsymphony

SP. Only selectable if Internal Control/Eluate is selected.

Q
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Internal Control/Eluate

Internal
Control/Sample

Volume internal control
per sample

Carrier RNA per sample

26.3.2 Result panel

Pipetting scheme

Remark

Total dispense volume
per single tube

Number of tubes

The amount of internal control per eluate required for
the downstream process.

The amount of internal control per eluate required for
the downstream process.

The amount of internal control to be added to each
sample by the QIAsymphony SP. Cannot be modified
and is shown for information purposes.

The amount of carrier RNA that will be added to each
sample by the QIAsymphony SP. Cannot be modified
and is shown for information purposes.

Defines the amount of reagents that have to be
pipetted for preparation of the IC-mixture.

Shows additional advice for preparation of IC-mixture.

Also shows the amount of IC-mixture that is to be
dispensed into each individual IC tube.

Defines the number of IC tubes that have to be loaded
on the IC cairrier.
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27 Getting Started

To get the most out of the QMC and the tools included, we recommend that users follow
the workflow described below.

Note: When a new version of the QMC is installed, the options settings from the previous
version are kept. New fools must be configured separately.

1. Create a directory on your local PC or on the network (if several users need to work
with the same data) that will be used as the main (root) directory for the File Transfer
and Process Definition editor tools. We recommend naming the directory according
to the host name of your QIAsymphony (default is gsspxxxx; where xxxx is the serial
number of the QIAsymphony SP) o enable you to easily identify the data stored in
this directory.

2. Optional: To use the Auto Transfer tool and print function, create a directory on your
local PC or on the network (if several users need to work with the same data) in
which the downloaded files (e.g., result files and log files) for individual instruments
will be saved.

Note: Do not select the Desktop or any of the subdirectories listed in My Documents
as the predefined directory. The Auto Transfer tool does not have read or write
permission for these directories.

Note: If you want to use a network directory as the root directory for the Auto
Transfer tool, see the notes in Section 28.6.1.

3. Configure opftions for the QMC and tools. For more information, see Section 28.

Note: When specifying the root directory for the File Transfer and Auto Transfer tools,
browse to the directory created in step 1.

4. After configuring the options, a dialog box opens that asks whether the same
directories as those on the QlAsymphony should be created in the root directory.
Click Yes to create the same data structure in the root directory.

If the data structure is already available, the dialog box is not displayed.

5. If you want fo fransfer result, loading information, or log files automatically from the

QlAsymphony SP/AS, open the Auto Transfer tool and enter the required information.

Note: If the PC is shut down, the automatic file transfer service is also shut down. The
File Transfer service starts again automatically the next time the PC is switched on.
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6. Transfer protocols, Assay Control Sets, assay definition files, Assay Parameter Sets,
and labware files from the QIAsymphony to the corresponding subdirectories in the
defined root directory.

The File Transfer tool can be used for the transfer when the PC is connected to the
QIAsymphony. Alternatively, a USB stick can be used if the QIAsymphony is not
connected.

Note: If the files are provided on a USB stick, use the "File Transfer” tool to transfer
the data to the root directory. For more information, see Section 30.2.

7. Close the QMC and launch it again. The QMC is now ready for use.
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28 Configuration

The appearance of the QMC and the way that information is displayed can be
configured to suit user needs. Various settings for the QMC and associated tools can be
configured in the Options dialog box of the Tools menu.

28.1 Options dialog box

To change QMC settings, complete the following steps.

1. Select Tools/Options. The Options dialog box is displayed.
2. Select the tab of the tool fo be configured. The corresponding parameters appear.
3. Change the settings according to your needs.

4. Click OK.

The following buttons are available in the Options dialog box.
oK Closes the dialog box and saves the changes.

Cancel Closes the dialog box without saving the changes.

The Options dialog box provides a General tab, as well as a tab for each of the available
fools (except the IC Calculator). The tabs are described in detail below.

28.2 General tab

+ii» QIAsymphony Management Console x|
Options | General
General
™ Show system tray icon @
Recent connections (1-24): 10 tems shown -+ Show System Tray lcon i
: . Option for displaying the
"QIAsymphony Management
Language Console”icon in the system tray.
Language Engiish ﬂ Recent Connections
The number of connections that
R [ | [ mome | ‘should be listed in the "Single Sign On
0 - Login" dialog box. Up to 24
connections can be shown
Language
Server The QMC GUI can easily be localized
to another language using a so-called
Read timeout {0-65535): 5000 msec = language package. After installing a
language package, all buttons,
menus, error messages and help
texts will be displayed in the
specified language.
Browse ¥
o
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28.2.1 General panel

Show System  Checkbox for displaying the QlAsymphony Management
Tray Icon Console icon in the system tfray.

Recent The number of connections that should be listed in the Single Sign

connections On - Login dialog box. Up to 24 connections can be shown.

28.2.2 Server panel

Read timeout The number of milliseconds before a timeout occurs due to an
unfinished remote read operation.

28.3 File Transfer tab

28.3.1 Root Directory panel

-EEN}]Asvmphonv Management Console ﬂﬂ
Options | File Transfer
Root Directory
‘ [cworksitrunk ][] ‘ 0]
The root directory is a directory on 'y
Show Details your local PC or network (local path)
[ where the files for Assay Control
[~ Date geated Sets, Assay Parameter Sets,
¥ Date modified Protocols, Assay Def!miiuns‘ \ab\ffare
files, result files, loading information
I” pate read files, log files and other files are
I Data status saved.
Files must be saved according to the
file type in specific sub-directories of
the root directory. The sub-directories.
are created automatically by the
Qlasymphony management console.
Date Created
Option to display the file creation
date.
Date Modified
Option to display the file modification
date.
o]
IZI Enables the user to browse for a root directory.

The root directory is a directory on your local PC or network (local path) where the files
for Assay Control Sets, Assay Parameter Sets, protocols, assay definitions, labware files,
result files, loading information files, log files, and other files are saved. Files must be saved
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according to the file type in specific subdirectories of the root directory (see table on the
next page). The subdirectories are created automatically by the QMC.

Note: If the maximum amount of files is exceeded in one of the subfolders, the
performance of the QMC may be affected. Therefore, it is recommended to move the
files (e.g., log files) to a backup folder if many files have been accumulated.

The Root Directory panel has the following features:

e A selection box that enables selection of previously used directories for the local
path. The selected directory is displayed.

® A browse button that enables the user fo search for the root directory (local path).

File folders in the following table are found in the root directory for the File Transfer tool.

Directory File type
roof\data\ AssayControlSets Assay Control Set
root\data\ AssayDefinitions Assay definitions
root\data\ AssayParameterSets Assay Parameter Sefts
root\data\ AssayParameterSetReports Assay Parameter Set
reports
root\data\BioScripts Protocol
rooN\data\ConcentrationData Concentration files

Note: This folder (ConcentrationData) is required for
instrument function but it is not used with FDA cleared
or approved nucleic acid tests.

roof\data\config\Maintenance Process configuration
maintenance
roof\data\config\Profiles Process configuration
profiles
roof\data\Duration\ AS Duration files AS
roof\data\Duration\SP Duration files SP
roof\data\ICCalculatorReports IC calculator reports
rooN\data\Labware\AS Labware AS
roof\data\Labware\SP Labware SP
roof\data\RackFiles Rack files
roof\data\ReagentDefinitions Reagent definitions
root\data\ServiceScripts\AS\Developer Sesrvice scripts developer
A

Table continued on next page
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Table continued from previous page

Directory

File type

roof\data\ServiceScripts\AS\Maintenance

root\data\ServiceScripts\AS\Operator
roof\data\ServiceScripts\AS\Service
root\data\ServiceScripts\SP\Developer

roof\data\ServiceScripts\SP\Maintenance

roof\data\ServiceScripts\SP\Operator
roof\data\ServiceScripts\SP\Service
roof\data\Users

roof\data\Worklists

roof\log

rooN\log\ AuditTrail

roof\log\CyclerExport
Note: This folder (CyclerExport) is required for

instrument function but it is not used with FDA cleared

or approved nucleic acid tests.
roof\log\InstfrumentReports
roof\log\LoadingInformation
root\log\Results\ AS
roof\log\Results\SP

roof\log\StartBatchConfirmation

Service scripts
maintenance AS

Service scripts operator AS
Service scripts service AS

Service scripts developer
SP

Service scripts
maintenance SP

Service scripts operator SP
Service scripts service SP
User management

Work list files

Log files

Audit Trail files

Cycler Files

Instrument report files
Loading information files
Result files AS

Result files SP

Start batch confirmation

Note: This folder (StartBatchConfirmation) is required files
for instrument function but it is not used with FDA
cleared or approved nucleic acid tests.

28.3.2 Show Details panel

Date created Option to display the file creation date.

Date Option to display the file modification date.

modified

Date read Option to display the file access date.

Data status Option to validate the listed files and display the validation result.
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28.4 Checksum Validator tab

D QIAsymphony Management Console ﬂll
Options | Checksum Validator
L gonerel | e ranster || procsssoetmton | crecisumvaiosor || concoma] 1]
Show Details
I Date created @
¥ Date modified
Date Created
I Date read Option to display the file creation date.
¥ Data status
Date Modified
Option to display the file modification
date.
Date Read

Option to display the file access date.

Data 5tatus
Option to validate the listed files and
display the validation result.

28.4.1 Show Details panel

Date created Option to display the file creation date.

Date Option to display the file modification date.

modified

Date read Option to display the file access date.

Data status Option fo validate the listed files and display the validation result.
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28.5 CSV Conversion tab

28.5.1 CSV Options panel

-# QlAsymphony Management Console 2=l
Options | CSV Conversion
sten | processpemton | checksumatgator | conc,psta (|  csveamersan [4])]

C5V Options

File extension | csv | @

Field delimiter | ; | File Extension &

- : Allows all fles with the configured
. file extension to be identified as a
SrETIEEE : *csv file and displayed in the "CSV

I~ Date created Conversion” tool.

¥ Date modified Field Delimiter

I~ Date read Allows the field delimiter to be
configured for *.csv files.

[~ Data status
Date Created
Option to display the file creation
date.
Date Modified
Option to display the file modification
date.
Date Read

Option to display the file access date.

File extension Allows all files with the configured file extension to be identified as
a *.csv file and displayed in the CSV Conversion tool.

Field Allows the field delimiter to be configured for *.csv files.
delimiter

28.5.2 Show Details panel

Date created  Option to display the file creation date.

Date Option fo display the file modification date.

modified

Date read Option to display the file access date.

Data status Option to validate the listed files and display the validation result.
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28.6 Auto Transfer tab

28.6.1 Root Directory panel

Options | Auto Transfer
demaon | cnecksumvastor | coneDatn | csveomvarson |  wotenster [« ]
Root Directory
| C:ATraining\@MCRoot-AutoTrans fer v | l:l @

The root directory for automatic file
transfer is a directory on your local PC
or network (local path) in which the
transfered result, start batch
confirmation (Ql&symphony SP only),
Ipading information (QlAsymphony AS
only), cycler (Qlasymphony AS only),
work list and log files are saved.

A directory will be created for each
Qlasymphony SPIAS instrument that is
connected for automatic file transfer.

Hote: Do not select the "Desktop™ or
any of the sub-directories listed in "My
Documents” as the predefined
directory. The "Automatic File Transfer”
tool does not have read or write
permission for theze directories.
Choose a root directory different from
the one used by manual file transfer.

Enables the user to browse for a root directory.

The root directory for automatic file transfer is a directory on your local PC or network
(local path) in which the fransferred files are saved. A directory will be created for each
QlAsymphony instrument that is connected for automatic file transfer.

Note: Do not select the Desktop or any of the subdirectories listed in My Documents as
the predefined directory. The Auto Transfer tool does not have read or write permission
for these directories.

Note: Depending on your local IT setup, it may be necessary to proceed as follows if you
want to save fransferred files to a network directory.

1. The domain administrator should:

e FEstablish an account for a domain user (you may need to contact your local IT
administrator).
e Configure the remote file system to be fully accessible via the domain user.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

406



2. Configure the service to run as the domain user:

® Open the Windows service configuration in Settings/Control Panel/Administrative
Tools/Services.

e |ocate the QIAGEN File Transfer service and open its properties.

® Enter the user and password of the domain account in the Log On tab.

%2, Services i — 1ol x|

File Action  View Help

> [@|EFLER[ 2B = 1w

0, Sarvices (Local)
QIAGEN Fil Carice ame_ ¢ | Description [ 54|
B4 Error Reporting Service [% Allows erra... 5
Start the service SnEvent Log Enablessv... 5
4 Extensible Authentication Protocol Service Frovidss ...
Description: Sy ast User Switching Compatibility Provwides m. .,
Service for automatic file transfer to R Health Kev and Certificate Management Service Manages h..
Qasymphony instruments QIAGEN FileTransfer Service Properties (Local 2 X[pe... s
3 5
Generaf JRecovers | Dependencies | -
Logonas G
o...
" Local System accourt T
¥ &llow service to interant with deskion: k<., s
te..
¥ This account domainuser Browse... i 5
Password sessensssnisrne faie
2. 5
Confim password. |sessessesssenes
5.
piz
‘You can enable or disable this service for the hardware profiles listed belows b
Hardware Profile | Senvice | -
Profle 1 Enabled aF i
n.
Dl
n. S
%
.
Erable Disable "
5.
-
0K | Cencel | appb |t
5. 5
Provides pr... %
Service for...
Provides 0 ~
| »

\ Extended A Standard /

3. Entfer the path to the network directory in the form
\ \<server>\<shared_folder>\<subpath> as root directory in the Auto transfer tab of
the QMC options dialog.

Note: The shared file system cannot be accessed via the “letter” of a mapped drive
(e.g., I:\), and therefore use the full name of the drive, to be specified in the form

\ \<server>\<shared_folder>\<subpath>, either manually or by selecting it from the
network environment.
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Directory

Content

<rooft directory>\instruments\ <instrument
id> \import\Results\ AS

<rooft directory>\instruments\<instrument
id> \import\Results\SP

<rooft directory>\instruments\<instrument
id> \import\LoadingInformation

<rooft directory>\instruments\<instrument
id> \import\Results\AS\printed

<roof directory>\instruments\<instrument
id> \import\Results\SP\printed

<rooft directory>\instruments\<instrument
id> \import\LoadingIinformation\printed

<roof directory>\instruments\<instrument
id> \import\Lodfiles

<rooft directory>\instruments\<instrument
id> \import\CyclerExport

<rooft directory>\instruments\<instrument
id> \import\StartBatchConfirmation\SP

Result files downloaded from the
QlAsymphony AS that have not yet
been printed

Result files downloaded from the
QIAsymphony SP that have not yet
been printed

Loading information files downloaded
from the QIAsymphony AS that have
not yet been printed

Result files downloaded from the
QlAsymphony AS that have been
successfully printed

Result files downloaded from the
QlAsymphony SP that have been
successfully printed

Loading information files downloaded
from the QIAsymphony AS that have
been successfully printed

Log files

Cycler files, exported from the
QlIAsymphony AS

Note: Not applicable for Rotor-Gene
AssayManager

Start batch confirmation files
downloaded from the QlAsymphony
SP

Note: This folder (StartBatchConfirmation\SP) is required for instrument function but
it is not used with FDA cleared or approved nucleic acid tests.

<roof directory>\instruments\<instrument
id>

\import\StartBatchConfirmation\ AS

Start batch confirmation files
downloaded from the QIAsymphony
AS

Note: This folder (StartBatchConfirmation\AS) is required for instrument function but
it is not used with FDA cleared or approved nucleic acid tests.

<roof directory>\instruments\<instrument
id> \export\Worklists

<rooft directory>\instruments\<instrument
id> \failed

<rooft directory>\instruments\<instrument
id>\sent

Work lists

Files for which upload failed

Files for which upload succeeded
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29 Logging In and Connecting

To enable remote access to the QIAsymphony, you must log in fo the QMC and connect
with the QlAsymphony via the network. The QIAsymphony can be connected via the
local network or can be connected directly to a stand-alone PC, which is not connected
to the local network.

To connect to the QIAsymphony using a stand-alone PC, a crossover network cable is
required. In addition, the QIAsymphony configuration must be modified. This can be
done by QIAGEN Field Service or by a user with supervisor rights (the support of a local IT
administrator may be required). For more information, see “System seftings”, Section
4.2.4. The network properties of the local PC should be set to:

® Internet protocol — Enter a specific IP address

® Net mask — 255.255.255.0

Note: You can only connect to the QIAsymphony when it is switched on.

To log in, complete the following steps.

1. Switch on the QlAsymphony and launch the QMC.
For more information, see Section 20.5.

2. Select File/Login.
The Single Sign On - Login dialog box appears.

3. Entfer the host name and the port (port 80) for the QIAsymphony or, alternatively,
select one of the recent connections listed in the dialog box.

4. Enter your user name and password.

Note: When the QMC is connected to the QlAsymphony, the user names and
passwords that are valid on the QIAsymphony can also be used to log info the
QMC.

5. Click OK.
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29.1 Single Sign On - Login dialog box

The Single Sign On - Login dialog box enables the user to gain access to all fools by

logging in just once.

Note: For more details about automatic transfer of files, see Section 30.4).

i» Single Sign On - Login 2]
Recent Connections Server
' ] '
Connection Host: ort:
192.168.80.130 | B0 |
192.168.80.130 (30)
192.168.80.128 (80} Login
gssp4584 global.enterprise (80) | User Id:
q=2p5585 global enterprize (80) - -
| Supervisor |
localhost (30)
Password:

192.168.80.129 (80}

The Single Sign On - Login dialog box.
29.1.1 Recent Connections panel

Connection Previous connections are displayed. The maximum number of
connections displayed is configured in the Options/General
dialog box of the Tools menu (see Section 28.1).

29.1.2 Server panel

Host Enter the host name or the IP address of the QIAsymphony to
which you want to connect.

Port Enter the number of the connection port (port 80).
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29.1.3 Login panel

User ID Enter your user name. The same user ID that is valid on the
QIAsymphony is also valid for the QMC.

Password Enter your password. The same password that is valid on the
QIAsymphony is also valid for the QMC.

29.1.4 Buttons

OK Closes the dialog box and saves the changes.

Cancel Closes the dialog box without saving the changes.
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30 Managing Files

30.1 Using the File Transfer tool via a connection

The File Transfer tool allows files to be transferred between the QIAsymphony and the
local path on the PC or network using a connection.

30.1.1 Downloading files from the QIAsymphony

Files can be downloaded from the QIAsymphony to the local path on the PC or network
using the File Transfer fool.

To download files, complete the following steps.

1. Login to the QMC and connect to the QlAsymphony using your user account (see
Section 29).

2. Select the remote site of the QlAsymphony where the files to download are located.

3. Select the type of file to download. All available files of the selected type are listed.

4. Highlight the file(s) to copy to the local path or network, and click <. The file that is
copied appears in the local path file list.

Note: Result Files and Loading Information Files are stored in zip format on the
QIAsymphony. When using the Auto Transfer or File Transfer tool, they are
automatically saved as *.nhtm and *.xml files in the appropriate folders.

30.1.2 Uploading files fo the QIAsymphony

Files can be uploaded to the QlAsymphony from the local path on the PC or network
using the File Transfer tool.

To upload files, complete the following steps.

1. Login to the QMC and connect to the QIAsymphony using your user account (see
Section 29).

2. Select the remote site of the QIAsymphony where the files will be uploaded.

3. Select the type of file to be uploaded. All available files of the selected type are
listed.

4. Highlight the file(s) to be copied to the QIAsymphony, and click [21. The file that is
copied appears in the remote site file list.
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30.2 Transferring files using a USB stick

The File Transfer tool allows files to be fransferred between the local path on the PC or
network and a USB stick.

As soon as a USB stick that does not have a data directory is connected to the PC, a
message will appear asking whether the same data structure as in the root directory
should be created on the USB stick. Click Yes to automatically create the data directory
with subdirectories on the USB stick.

30.2.1 Uploading files to a USB stick

Files can be fransferred from the local path on the PC or network to a USB stick using the
File Transfer fool.

1. Insert the USB stick into the USB port of the PC.

2. Optional: If a message appears asking whether the data directory should be
created, click Yes.

3. Select the path of the USB stick in the remote site list.

4. Select the type of file to be uploaded. All available files of the selected type are
listed.

5. Highlight the file(s) fo be copied to the USB sfick in the local path file list, and click B
The file is copied to the USB stick and appears in the remote site list.

30.2.2 Downloading files from a USB stick

Files can be downloaded from a USB stick to the local path on the PC or network using
the File Transfer tool.

Note: Make sure that the defined data directory and subdirectories have been created
on the USB stick (see Section 28.3).

1. Insert the USB stick into the USB port of the PC.
2. Select the path of the USB stick as remote site.
3. Select the type of file to download. All available files of the selected type are listed.

4. Highlight the file(s) to be copied from the USB stick in the remote site file list, and click
[<]. The file is copied to the local path and appears in the local path file list.
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30.3 Deleting files using the File Transfer tool

Files can be deleted from a USB stick, the local path or network, or the QIAsymphony
using the File Transfer tool.

Note: To avoid loss of data, take care when handling files on the QlAsymphony.

1. Login to the QMC and connect to the QlAsymphony using your user account (see
Section 29).

2. Select the type of file to be deleted. All available files of the selected type are listed.

3. Highlight the file(s) to be deleted either on the local path or network or the remote
site, and click ..

A message is displayed to confirm the deletion. After confirmation, the file is deleted
from the selected site and no longer appears in the file list.

30.4 Automatic printing and file fransfer using the Auto Transfer
tool

30.4.1 Automatic printing of result and loading information files

The Auto Transfer tool can be configured to automatically print result and loading
information files as soon as they become available. To use this tool, the QlAsymphony
must be connected to a network and switched on.

1. Login to the QMC and connect to the QIAsymphony using your user account. For
more information, see Section 29.

2. Launch the Auto Transfer configuration tool by selecting the corresponding icon in
the tools list.

Check Enable automatic printing of result files.

Optional: Select whether to print result files in landscape or portrait format.
Check Enable automatic printing of loading information.

Optional: Select whether fo print loading information files in landscape or portrait.

Browse to select the printer on which the files should be printed.

® N o 0 M @

Optional: Print a test page.
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9. Configure the settings for the instrument from which the files should be
automatically transferred. Enter the host name, port, and the corresponding
password for the "FileTransfer” user.

The password must be configured on the QlAsymphony (see section “Password” in
Section 25).

Refer to "User Accounts”, Section 4.4, for detailed information about how fo
manage the user accounts and how to configure the password.

10. Click Add.
11. Opftional: Test the connection to the QlAsymphony by clicking Test.
Note: If the PC is shut down, the automatic file transfer service is also shut down. The

File Transfer service starts again automatically the next time the computer is turned
on.

30.4.2 Automatic transfer of files

The Auto Transfer fool can be configured to transfer rack, result, loading information, and
log files automatically to a predefined directory. The zipped files are automatically
extracted. In addition, available work lists can be uploaded to the QIAsymphony
automatically.

1. Loginto the QMC and connect to the QIAsymphony using your user account (see
Section 29).

2. Launch the Auto Transfer tool by selecting the corresponding icon in the tools list.

3. Configure the parameters for the instrument from which the files should be
automatically tfransferred. Enter the host name, port, and the corresponding
password for the “FileTransfer” user.

4. Click Add.

5. Optional: Test the connection to the QlAsymphony by clicking Test.

Note: If the PC is shut down, the automatic file fransfer service is also shut down. The File
Transfer service starts again automatically the next time the computer is turned on.

Note: If a work list with the same name already exists, it will be overwritten by the

automatic file tfransfer.

Note: It is not possible o delete a work list from the instfrument via automatic file fransfer.
To disable/delete a work list, overwrite the work list by a work list without sample

information.
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30.4.3 Restarting the QIAGEN File Transfer service

After changing the root directory for the Auto Transfer tool the user must restart the
QIAGEN File Transfer service.

To restart the QIAGEN File Transfer service:

1. Open the Auto Transfer tool.

2. Press Restart.

To stop the QIAGEN File Transfer service:

1. Open the Auto Transfer tool.

2. Press Stop.

Note: Shutting down the QMC does not stop the Auto Transfer tool. To stop the Auto
Transfer fool you must either shut down the PC or stop the tool directly in the QMC.

30.5 Checksum validation using the Checksum Validator tool

The validity of files is displayed directly in the file list in the Status column, when specified
in the File Transfer tool (see Section 28). Files not located in root/data/ can be validated
using the Checksum Validator tool.

To validate the checksum of a file using the Checksum Validator tool, complete the
following steps.
1. Select the Checksum Validator tool from the tool list.

2. Click Browse fo search for the directory that contains the files to be checked (e.g.,
result files).
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The Browse Directory dialog box appears.

‘% Browse Directory

Look in: [ cidata

2x
e o oaE

A My Computer RackFiles

Directory: |

‘ Choose

Files of type: | Directories

v Cancel

4

("signed" or “unsigned”).

Tooks  Help

Select the folder and click Choose. All files with checksum are validated. The result
is displayed in the list. The column Status contains the result of the validation

Checksum Validator

Directory | CAWorksirunkdatalLabware\SP.

Browse

List of files

# Fie Name
1 TubelnsertsAxml
2 Tubehnsert38.xmi
3 TubelnsertzA xml
4| TubehsertiAxml
5 Tubeinsert03xml
6 Tubeserto2xm
7 Tubelnsert0?.xml
8| Tubelnserto0.xml
9 TubeCariridge.xml
10| TS_4247_c_1.4m_RBStorageT-ShtAssignments xml
11| TS_4247_c_1 4m_RBStorageTxml
12| TS_4247_1.4ml_RBStorageT-SlotAssignments xml
13| T5_4247_1.4ml_RBStorageTxml
14| T5_3744_c_2DStorageTubes-SlotAssignments xm
15| TS_3744_c_2DStorageTubes xml
16| TS_3744_2DStorageTubes-SlotAssignments xmi

17|T5_3744_2DStorageTubes.xml

18| T5_3734_c_0.5m__2D_VBStorageT-Slotassignments i

19|T5_3734 ¢ 20_vBStorageTom

20/ TS_2734_0.5mi_2D_VBStorageT-ShotAssignments xml
_2D_VBStorageTxm

21]TS_3734 0.5
22/ 75_3TH_c_1.4m|_2DStorageT SlotAssignments.xm

size
4KB
2Ks
8KB
12KB
BKB
128
11KB
14 KB
KB
1KB
9KB
1K8
TKB
1KB
2Ks
1K8
2Ks
1K8
8KB
1KB
TKB
1K8

Wodified
20170112 09:26:18
2013-08-23 12:26:12
20130521 17:57:40
20130521 17:57:40
2013-08-23 12:26:12
2013-05-21 17:57:40
2013-05-21 17:67:40
2013-05-21 17:57:40
20120131 10:55:20
2012-01-31 10:56:20
2012-01-31 10:55:20
20120131 10
20120131 10
20120131 10:5520
2016-06-09 16:16:52
2012-01-31 10:55:20
2016-08-09 16:16:52
2012-01-31 10:56:20
2016-05-09 16:
20120131 10
2016-06-09 16:16:5
20120131 10:55:20

Status n
signed [l
signed

signed
signed
signed
signes
signed
signed
signed
signea
signes
signed
signed
signed
signea
signes
signed
signed
signed
sz
signes
signed

236 fle(s) found.

(O]

“Checksum Validator” Tool
Check validty of fiks by browsing to
the folder whers fils are saved.
Checksum status is either:

- signed: Checksum is vaiid. Fie has not
been manipulsted and is in original
state.

- unsigned: Checksum i not available
or invaiid

1f file type checked is APS o ACS, fies
may not have been cdited in the
corresponding edior.

1 any other type of fil used by
QlAsymphony is invaid, fie may have
been manpulated in error

30.6 Converting the file format using the CSV Conversion tool

The CSV Conversion tool is used to convert the format of files in *.csv and *.xml format.
The CSV Conversion tool enables:

e Conversion of rack files in *.csv format to *.xml format

e Conversion of rack files in *.xml format to *.csv format

e Conversion of work list files in *.csv format to *.xml format
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Note: Before starting file conversion, ensure that the file extension and file delimiter is
correct. To check this, go to Tools/Options, and then select CSV Conversion.

30.6.1 Converting a file from *.csv to *.xml format

To convert a *.csv file to an *xml file that is in a format recognized by QIAsymphony,
complete the following steps.

1. Select the directory where the file to be converted is located. Click Browse to
search. The Browse Directory appears. Select a folder and then click Choose. We
recommend saving the file in the appropriate directory in the root (local path)
directory (e.g., rack files should be saved in root\ data\ RackFiles and work lists in
root\ data\ Worklists.

Select CSV format as File Format.
Choose the file type to be converted from the File type list.

Select the file to be converted.

o > 0N

Press Convert to QlAsymphony. The converted file is saved in the directory selected
instep 1.

Note: The converted file (rack file, work list file) can be used by the QlAsymphony.

30.6.2 Converting a rack file from *xml to *.csv format

Note: It is only possible fo convert rack files from *.xml format to *.csv format.

1. Select the directory where the file to be converted is located. Click Browse to
search. The Browse Directory appears. Select a folder and then click Choose. We
recommend saving the file in the appropriate directory in the root (local path)
directory (e.g., rack files should be saved in root\ data\ RackFiles).

2. Select QIAsymphony format cs File Format.
3. Select the file to be converted.

4. Press Convert to CSV. The converted file is saved in the directory selected in step 1.
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30.7 Process files

Process files are used by the QIAsymphony SP/AS to process the workflow from sample

preparation through assay setup. The files in the following table are required:

QIAsymphony SP/AS process files

Assay Control
Set (ACS)

Assay definition

Assay
Parameter Set
(APS)

root\data\ AssayConftrolSets

root\data\ AssayDefinitions

roof\data\ AssayParameterSets

Name of Folder where process file
process file is stored Function of process file
Protocol root\data\BioScripts Describes the sample

preparation workflow. In
addition, pipetting information
is defined.

Defines combinations of
Protocols with internal controls
and elution volume. Every
sample being processed must
be assigned an Assay Control
Set.

Describes the pipetting
parameters for the assay and
defines default assay
parameters.

Defines which assay is
processed together with the
assay parameters (e.g.,
number of replicates).
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31 QMC Troubleshooting

Comments and suggestions

Connection errors

a) Invalid user Check whether the user name is correct. Make sure to
name or enter the correct password.
password

b) Invalid session ID  If you restarted the QlAsymphony, be sure to reconnect to
the instrument via the QlAsymphony Management

Console.
c) Connection Check the connection between the PC and the
could not be QIAsymphony. Make sure that the QIAsymphony is
established switched on.

If a firewall is installed, make sure that it does not prevent
connection to the QIAsymphony.

Certain Anfivirus Software has functionality to monitor and
filter communication on port 80 (HTTP). This may lead to
communication problems between the QMC and the
instrument.

Possible solutions:

e Change the communications port on the instrument
from port 80 to another port. This should be performed
by a service technician.

e Disable the HTTP port filtering function in the Anfivirus

Software.
File errors
a) Type version Software version of the QMC is not compatible with the
mismatch application software version.
b) Unable to The file to be removed may be in use. Make sure that the
remove file file is not in use.

c) Unable to open The file to be opened may be in use. Make sure that the
file file is not in use.
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Comments and suggestions

d)

No files visible
on the local
folder

Check the correct root directory under Tools/Options/File
Transfer to refer to the root folder with the local files.

QIAGEN File Transfer Service errors

a)

b)

c)

e)

f)

No printer
selected

Failed to send
test page to
printer

Cannot add
insfrument.
Please fill out
the instrument
field

Invalid port
number. Please
enter a numeric
port number
between 1 and
65535

(inclusive)

Test
connection. No
instfruments to
be checked

Saving failed.
Could not save
configuration to
file. See the log
file for detailed

information

Error when
reading from

To print a test page, make sure fo select a printer. If printing
is successful, Test page sent to printer will be displayed.

The test page was noft printed on the selected printer.
Check that the printer is correctly connected.

The user pressed the Add button but did not enter the host
name of the instrument into the Instrument field. Make sure
to add the host name.

The user pressed the Add button and entered an incorrect
port number. Enter a port number between 1 and 65535
(inclusive) or leave the Port field empty.

The user pressed the Test button but did not select the
instrument to be tested. To test the connection, make sure
to select an instrument.

The user pressed Save but the file was not successfully
saved. See the log file for the reasons for the failure
(root\log\Plugin FileTransferConfiguration.log).

File transfer was unsuccessful. The QIAGEN File Transfer
service will wait for one minute and will then fry fo read the
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Comments and suggestions

)

k)

file. File transfer
is not processed

Directory X
referencedin
file Y does not
exist. File
fransfer is not
processed

Connection to
instrument X
failed

File X was not
received by Y.
Transfer of file X
fo Y failed

File X could not
be deleted on
Y

File X was
received from Y
but unzipping
on PC failed

configuration file again as long as no action is performed.
If the problem persists, contact QIAGEN Technical Services.

File transfer was unsuccessful. After the interval specified in
the configuration file, the QIAGEN File Transfer service fries
fo reload the configuration file and to validate it. Check
whether the directory was deleted.

Connection to the selected insfrument was unsuccessful.
The PC will fry fo connect to the instrument again based on
the time set in the Polling Interval field.

Data transfer from the QlAsymphony to the PC or from the
PC to the instruments was unsuccessful. Transfer the file
manually.

The file was successfully fransferred from the QlAsymphony
fo the PC or the PC to the instrument but could not be
deleted from the instruments. Delete the file manually.

The file was successfully transferred to the PC but could not
be unzipped. Unzip the file manually.
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Appendix A

Waste Electrical and Electronic Equipment (WEEE)

This sectfion provides information about disposal of waste electrical and electronic
equipment by users in the European Union.

The European Directive 2002/96/EC on WEEE requires proper disposal of electrical and
electronic equipment when it reaches its end of life. The crossed-out wheeled bin symbol
(see below) indicates that this product must not be disposed of with other waste; it must
be taken fo an approved treatment facility or to a designated collection point for
recycling, according to local legislation. The separate collection and recycling of waste
electronic equipment at the time of disposal helps to conserve natural resources and
ensures that the product is recycled in a manner that protects human health and the
environment.

QIAGEN accepts its responsibility in accordance with the specific WEEE recycling
requirements and, where a replacement product is being supplied by QIAGEN, provides
free recycling of its WEEE-marked electronic equipment in Europe. If a replacement
product is not being purchased from QIAGEN, recycling can be provided upon request
at additional cost. To recycle electronic equipment, contact your local QIAGEN scles
office for the required return form. Once the form is submitted, you will be contacted by
QIAGEN either to request follow-up information for scheduling collection of the electronic
waste or to provide you with an individual quote.
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FCC declaration

The "United States Federal Communications Commission” (USFCC) (in 47 CFR 15. 105)
declared that the users of this product must be informed of the following facts and
circumstances.

“This device complies with part 15 of the FCC:

Operation is subject to the following two conditions: (1) This device may not cause
harmful interference, and (2) this device must accept any interference received,
including interference that may cause undesired operation.”

“This Class A digital apparatus complies with Canadian ICES-0003."

The following statement applies to the products covered in this user manual (volume 1),
unless otherwise specified herein. The statement for other products will appear in the
accompanying documentation.

Note: This equipment has been tested and found to comply with the limits for a Class A
digital device, pursuant to part 15 of the FCC Rules. These limits are designed to provide
reasonable protection against harmful interference when the equipment is operated in
a commercial environment. This equipment generates, uses, and can radiate radio
frequency energy and, if not installed and used in accordance with the instruction
manual, may cause harmful interference to radio communications. Operation of this
equipment in a residential area is likely to cause harmful interference in which case the
user will be required to correct the interference at his own expense.

QIAGEN GmbH Germany is not responsible for any radio television interference caused
by unauthorized modifications of this equipment or the substitution or attachment of
connection cables and equipment other than those specified by QIAGEN GmbH,
Germany. The correction of interference caused by such unauthorized modification,
substitution, or attachment will be the responsibility of the user.
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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.
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Appendix B

QIAsymphony SP/AS accessories

Product Contents Cat. no.
Sample Prep Cartridges, 8-well sample prep cartridges for use 997002
8-well (336) with the QIAsymphony SP
8-Rod Covers (144) 8-Rod Covers for use with the 997004
QlIAsymphony SP
Filter-Tips, 200 pl (1024) Sterile, Disposable Filter-Tips, racked; (8 x 990332
128)
Filter-Tips, 1500 ul (1024) Sterile, Disposable Filter-Tips, racked; (8 x 997024
128)
Tip Disposal Bags (15) For use with the QlAsymphony SP/AS 9013395
insfruments
Reagent Cartridge Holder (2) For use with the QlAsymphony SP 997008
Tube Insert, 13 mm, sample Primary tube adapter (13 mm, with tube 9242058
carrier, Qsym (24) insert 01) for use with the QIAsymphony
SP tube carrier
Tube Insert 02, 11 mm, Revision,  Primary fube adapter (11 mm, with fube 9242057
sample carrier, Qsym (24) insert 02) for use with the QIAsymphony
tube carrier
Insert, 2.0 ml v2, samplecarr. Secondary tube adapter (for 2 ml 9242083
(24), Qsym screw-cap tubes, tube insert 3B) for use
with the QIAsymphony tube carrier
Cooling Adapter, 2ml, v2, Qsym  Cooling adapter for 2 ml screw-cap 9020674
tubes; for use with the QlAsymphony
SP/AS instruments
Cooling Adapter, EMT, v2, Cooling adapter for EMT racks; for use 9020730
Qsym with the QIAsymphony SP/AS
insfruments
Starter pack, QIAsymphony AS Pack includes consumables required for 997199
operating the QlAsymphony AS
Tubes, conical, 5 ml, Qsym AS Conical tubes (5 ml) for holding reagent 997104
(500)
Filter-Tips, 50 pl, Qsym AS (1024) Sterile, Disposable Filter-Tips, racked; (8 x 997120
128)
Tubes, conical, 2 ml, Qsym AS Conical tubes (2 ml) for holding reagent 997102

(500)
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Product

Contents

Cat. no.

Cooling Adapter, RG Strip
Tubes 72, Qsym

Cooling Adapter, Reagent
Holder 1, Qsym

Cooling Adapter, Reagent
Holder 2, Qsym

Adapter for holding 18 strips of 4 fubes;

for use with the QIAsymphony AS only

Adapter for holding 18 x 2 ml conical
fubes, and 6 x 5 ml conical tubes; for
use with the QIAsymphony AS only

Adapter for holding 18 x 2 ml conical
fubes, 2 x 5 ml conical tubes, and 2 x
reagent bottles, 30 ml; for use with the
QlIAsymphony AS only

92018092

92018090

2018089
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Appendix C

Bar code labels
Specifications of 1D bar codes

Width Bar code line width of 0.128-0.305 mm.

Print quality Bar codes with a line width of 0.128 mm must be printed in high
resolution.

Position When using primary tubes, bar codes should be positioned 1T cm
from the bottom of the tube. The bar code reader has a reading
area of 8 cm. Bar codes should be attached to Sarstedt tubes so
that the tube bar code is no higher than the insert bar code.
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Appendix D

Processing order of an integrated run

If the functions Modify Run and Create AS Batch are used after an infegrated run has
been queued, the order in which SP and AS batches are processed by the system may
be different from the order in which batches would be processed if AS batches were
created before queuing the integrated run.

Note: After creation of the AS batch it is important to check in the Assay Setup/Loading
Information screen to confirm if the loaded full process controls will be dispensed to the
correct position on the assay rack. To do this, press the Sample button and check the
individual positions for correct Type (EC+ or EC-).

The following 2 examples show how the order in which batches are processed can differ.

Example 1 — AS batches created before queuing integrated run
Two integrated batches are defined before the integrated run is queued:

e Integrated batch 1: SP batch 1 and SP batch 3 are used to create AS batch 1.
e |Integrated batch 2: SP batch 2 and SP batch 4 are used to create AS batch 2.

The order in which the SP and AS batches will be processed is as follows:

SP batch | SP batch | SP batch | SP batch | AS batch AS batch
1 2 4 4 1 2
Integrated
1 - 2 - 3 -
batch 1
Integrated
- 4 - 5 - 6
batch 2

SP batches forintegrated batch 1 will be processed first, followed by the AS batfch for this
integrated batch.

Then, SP batches for integrated batch 2 will be processed, followed by the AS batch for
this integrated batch.
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Example 2 — AS batches created after queuving integrated run
Two integrated batches are defined after the integrated run is queued:

e Integrated batch 1: SP batch 1 and SP batch 3 are used to create AS batch 1.
e Integrated batch 2: SP batch 2 and SP batch 4 are used to create AS batch 2.

The order in which the SP and AS batches will be processed is as follows:

SP batch | SP batch | SP batch | SP batch | AS batch AS batch
1 2 4 4 1 2
Integrated
1 - 3 - 4 -
batch 1
Integrated
- 2 - 5 - 6
batch 2

In this case, SP batches 1, 2, and 3 will be processed sequentially. When SP batch 1 and
SP batch 3 have been processed, AS batch 1 will be processed. Then SP batch 4 will be
processed, and finally AS batch 2 will be processed.

Note: If this processing order is not desirable for your integrated run (i.e., you do not want
to delay processing of AS batches), we recommend that you manually unload samples
from the "Sample” drawer before starting the integrated run, reload the samples, and
then redefine the batches for your integrated run, taking care to create AS batches

before queuing the run.
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Manually changing the processing order

After queuing an integrated run, it is possible to manually change the order in which SP
batches are processed.

If a tube carrier is unloaded, empty positions on the eluate rack are created. Then, if the
tube carrieris reloaded, these free positions are replaced with the new samples and now
have a different processing position. In the example shown below, the batch in columns
4-6 had processing order 2, but after reloading, the batch now has processing order 5.

2 3 4 5 6 7 8 8 10 11 12

T o0 MmO O @ >

7 8 8 10 11 12

T & M m 9 O W P

1 2 3 4 5 6 7 8 8 10 11 12

T & M m 9 0 @ >
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Be aware that, if the original SP batch only covered 2 columns and not 3 columns (e.g.,
if the original SP batch contained 9 samples), the maximum number of samples that can
be reloaded equals the number of positions in the 2 free columns (i.e., 16). If an attempt
is made to reload more than 16 samples, the following error message will appear:

A There are insufficient empty positions on slot 1 for the selected batches, Either reduce the number of samples or
replicates, or assign a rack with more empty positions available.

Note: In this case, to reload 17-24 samples, it is recommended to manually unload all
tube carriers from the “Sample” drawer, then reload all samples, and redefine the
integrated run.
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Appendix E

Cleanup

We recommend only performing cleanup if the QlAsymphony SP/AS instruments were
not switched off after an error occurred, and if no changes were made to the
consumables loaded on the worktable.

Note: Rodslots are the black magnetic rods of the magnetic head (MH).

Important:. Do nof manually remove any consumables from the worktable unless
instructed to do so. Ensure that safety instructions are followed. Dispose of liquid waste
and used consumables according to your local safety regulations.

WARNING Hazardous chemicals and infectious agents

The waste contains samples and reagents. This waste may contain
@ toxic or infectious material and must be disposed of properly. Refer

to your local safety regulations for proper disposal procedures.

To perform cleanup, proceed as follows:

1. Press Cleanup in the Maintenance SP screen.

2. The following Welcome message is displayed.

® Welcome to the GlAsymphony Cleanup procedure

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 433



3. Press OK to continue. The following message appears.

® Open the ’Eluate’ drawer and remove all eluate racks {including adapters),

-

4. Remove dll elution racks from the “Eluate” drawer

o

Press OK to continue. The following screen appears.

® Remove all tube/plate carier{s) from the “Sample’ drawer,

6. Remove all sample carriers.

7. Press OK to continue. The following message appears.

@ Are you using a casework protocol?

‘ Yes ‘ ’ Ho ’

8. Press No. The following screen appears.
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9.

why does the worktable need to be cleaned up?

Inmev

] select:

Select the appropriate branch of the cleanup (User interrupted run, Crash occurred,

or Other). See table for more information. Press OK to confinue.

Note: If the QIAsymphony SP/AS was restarted, the Other branch is automatically

selected. Proceed to step 10.

User
interrupted
run

Crash
occurred

Other

Select if the user paused and stopped the run and no error
occurred. No manual infervention is required.

Important: Cannot be used if an inventory scan was
performed after the batch was canceled/stopped, or if the
QIAsymphony SP/AS instruments were restarted by the user. In
these cases, use the Other branch of the automatic cleanup
instead.

Select if an error occurred. Cleanup is semi-automatic, some
manual intervention is required.

Select in all other cases not outlined by the User interrupted
run and Crash occurred. Cleanup is semi-automatic, some

manual infervention is required.

10. Follow the instructions on the screens. They will guide the user step-by-step through

the cleanup protocol.

Note: By following the instructions on the screen, all used consumables will be

removed from the magnetic head and worktable, and all liquids in sample prep

cartridges will be discarded.

After cleanup, empty all slot positions (i.e., in the “Sample” and “Eluate” drawer).
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Appendix F

QIAsymphony Cabinet SP/AS Information

About this section

Appendix F in Sections 1-7 describes the features of the QIAsymphony Cabinet SP/AS.

Information about the QIAsymphony Cabinet SP/AS is provided in the following sections:

1.

N o o~ 0D

Infroduction

Safety Information

General Description

Installation Procedures

Maintenance and Cleaning Procedures
Technical Data for QIAsymphony Cabinet SP/AS

Warranty
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1 Infroduction

Thank you for choosing the QIAsymphony Cabinet SP/AS. We are confident it will
become an integral part of your laboratory.

1.1 Intended use of the QIAsymphony Cabinet SP/AS

The QlAsymphony Cabinet SP/AS is an optional accessory for the QIAsymphony SP/AS.
The QIAsymphony Cabinet SP/AS is specially designed for positioning the QIAsymphony
SP/AS in your laboratory.

1.2 Abbreviations

Abbreviations used throughout this user guide are listed in the following table.

Abbreviation Product name

Cabinet SP/AS QlAsymphony Cabinet SP/AS
Cabinet SP QlAsymphony Cabinet SP
Cabinet AS QIAsymphony Cabinet AS

2 Safety Information

Before using the Cabinet SP/AS it is essential that you read this user guide carefully and
pay particular attention to the safety information. The instructions and safety information
in the user guide must be followed to ensure safe use of the Cabinet SP/AS and tfo
maintain the Cabinet SP/AS in a safe condition.
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2.1 Proper use

WARNING

>

WARNING

0
|: > |:
c
=
O
b4

WARNING

>

Risk of personal injury and material damage

To avoid personal injury and material damage, do not attempt to
move the Cabinet SP/AS by yourself. If you need to change the
location of your Cabinet SP/AS and QlAsymphony SP/AS, contact
QIAGEN Technical Services.

Risk of personal injury and material damage

Never relocate the Cabinet SP/AS with the QIAsymphony SP/AS
instrument(s) installed on top! Any relocation must be performed or
supervised by authorized QIAGEN Field Services.

Damage to the Cabinet SP/AS
Only trained and certified QIAGEN personnel are authorized to
unpack and install the Cabinet SP/AS.

Risk of personal injury

Always use the magnetic holder to store the handheld bar code
scanner when notin use.

Never put down the handheld bar code scanner on top of the
QlAsymphony SP/AS instrument.

2.2 Biological safety

WARNING

Infectious agents

The Cabinet SP/AS or the laboratory environment may be
contaminated with infectious agents.

If applicable, 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.
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CAUTION

A

Consumables compartment

The consumables compartment of the Cabinet SP/AS may only be
used to store plasticware and kits. It may not be used to store
biological material.

2.3 Maintenance safety

WARNING

CAUTION

A

Hazardous chemicals and infectious agents

Always wear personal protective equipment (PPE) in the lab.

Basic equipment includes:

e Nitrile chemical-resistant gloves (2 pairs of gloves are
recommended)

e Lab coat

e Safety glasses (shatterproof)

Spilling of liquid
If water or chemicals have been spilled on the Cabinet SP/AS, it must
be cleaned as described in the Maintenance section.

2.4 Waste disposal

Used tips may contain hazardous chemicals or infectious agents from the purification

and/or assay setup process. Such wastes must be collected and disposed of properly

according to local safety regulations.

WARNING

Hazardous chemicals and infectious agents

The waste contains samples and reagents. This waste may contain
toxic or infectious material and must be disposed of properly. Refer
to your local safety regulations for proper disposal procedures.
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2.5 Symbols on the Cabinet SP/AS

Symbol

Location

Description

L-P P

Type plate, waste
compartment, and waste
bins

Type plate on the back of
the Cabinet(s)

Type plate on the back of
the Cabinet(s)

Type plate on the back of
the Cabinet(s)

Biohazard symbol

Warning symbol

Consult instructions for use

Legal manufacturer
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3 General Description

The Cabinet SP/AS is comprised of the Cabinet SP and the Cabinet AS.

Benefits of the Cabinet SP/AS include:

Supports and correctly positions the QlAsymphony SP/AS instrument(s)

Directly interfaces with each instrument, so that QIAsymphony SP and AS instruments
can be operated as an integrated system

Storage of consumables inside the Cabinet SP

No mounting of external waste bag(s) is needed

3.1 Features of the Cabinet SP/AS

A WO DN =

Consumables cupboard 5 Magnetic holder

Waste compartment SP 6 Magnetic skirting boards
Waste compartment AS 7 Tip chute SP

Metal cover 8 Tip chute AS

3.1.1 Consumables cupboard

The Cabinet SP contains a consumables cupboard. There is an adjustable shelf inside the
consumables cupboard. This space is intended for storage of consumables.
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3.1.2  Waste compartments

The Cabinet SP and Cabinet AS each contain waste compartments. In the waste
compartments, a waste bin is connected to each fip disposal chute to collect fips that
are ejected from the QlAsymphony SP/AS, avoiding any contamination of the waste
compartment.

3.1.3 Waste bin

The Cabinet SP/AS will be delivered with two waste bins, including two different black
waste bin lids.

Note: The waste bin lids have filler necks specific for the Cabinet SP and Cabinet AS waste
compartments — for details see “Installation Procedures”, page 446.

3 f.;

Waste bin lid
AS

Waste bin

3.1.4 Metal cover

The Cabinet SP/AS supports 3 metal covers to attach the magnetic holder.

3.1.5 Magnetic holder

The magnetic holder (supplied with the Cabinet SP), which positions the handheld bar
code scanner, can be magnetically attached to the metal cover.
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Hand-held
scanner

Magnetic holder

Metal cover

3.1.6 Magnetic skirting boards

The magnetic skirting boards around the bottom edge of the Cabinet SP/AS can be
removed for cleaning purposes. See “Maintenance and Cleaning Procedures”, page
452, for more details.

3.1.7 Magnetic positioning aids

Positioning aids can be used to enable correct positioning of the waste bins. The Cabinet
SP comes with 3 positioning aids, whereas the Cabinet AS has 4.

Magnetic positioning aids.
3.1.8 Tip chutes

On the upperinterior surface of each waste compartment, there is a tip disposal channel.
® The end of the inserted tip chute SP is positioned so that it slightly contacts the drop
cafcher when the “Waste” drawer is closed.

® The end of the inserted tip chute AS extends through the Cabinet AS disposal
channel.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

443



|

Tip chute SP and tip chute AS.

Specialized waste chutes are required for the Cabinet SP/AS.

il

Waste chute SP and waste chute AS.

Note: For details on inserting the tip and waste chutes, see “Maintenance and Cleaning
Procedures”, page 452.
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3.1.9 Drop catcher (QIAsymphony SP only)

The drop catcher is positioned beneath the closed “*Waste” drawer of the QIAsymphony
SP.

It has 2 primary functions:

e Keeps the tip and waste chutes in close proximity to each other.

e Prevents droplets from contaminating the waste compartment of the Cabinet SP.

A

Drop catcher.
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4 |nstallation Procedures

4.1 Site requirements

The Cabinet SP/AS must be located out of direct sunlight, away from heat sources, and
away from sources of vibration and electrical interference. The site of installation should
be free of excessive drafts, moisture, and dust and not subject to large temperature

fluctuations.

4.2 Room dimensions

Top view

~3000mm

- 500mm |, 1280mm 1L 590mm L

500mm N

Electric
Power &
Network

£

5 A

3 // H

- \HBM opened) i [ Hood{opéned)

{E\ i E }'X i QlAsymphony

e Cabinet

i RS

QlAsymphony SP QlAsymphony AS

1280mm P 690mm N
1970mm

Suggested room dimensions for the QIAsymphony SP/AS.
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4.3 Delivery and installation

CAUTION Damage to the Cabinet SP/AS

Only trained and certified QIAGEN personnel are authorized to
unpack and install the Cabinet SP/AS.

The Cabinet SP is supplied with:

e Magnetic holder for the handheld bar code scanner
e Positioning aids (x3)

e Tip chute SP

e Waste chute SP

e Drop catcher

e Waste bin

e Waste bin lid SP

The Cabinet AS is supplied with:

Positioning aids (4)
e Tip chute AS

e Waste chute AS

e Waste bin

e Waste bin lid AS

WARNING Risk of personal injury and material damage
To avoid personal injury and material damage, do not attempt to
A move the Cabinet SP/AS by yourself. If you need to change the
location of your Cabinet SP/AS and QlIAsymphony SP/AS, contact
QIAGEN Technical Services.
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4.4 Adjusting the shelf

The shelf is adjustable as follows:

® The shelf rests on a set of notches

e There are 5 setfs of notches at different heights in the consumables cupboard
(indicated by arrows in the figure below)

e To adjust the level of the shelf lift the shelf upwards
® Reposition the shelf on a different set of notches

® Make sure the shelf rests horizontally on a set of notches

4.5 Magnetic holder for the handheld scanner

e Position the magnetic holder on one of the metal covers, next to one of the USB
ports of the QlAsymphony SP.

® When the bar code scanner is not in use, always place it into the holder.
® The magnetic holder can be moved as desired.

Note: To enable easy use of the bar code scanner, we recommend positioning the
magnetic holder on the middle metal cover, near the USB port.
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WARNING Risk of personal injury
Always use the magnetic holder to store the handheld bar code
& scanner when not in use.
Never put down the handheld bar code scanner on top of the
QlAsymphony SP/AS instrument.

4.6 Preparing the waste bin(s)

When using the Cabinet SP/AS for the first time, you must prepare the waste bin for
correct disposal of used fips.

1. Insert a plastic bag into the waste bin recommended).

2. Select the corresponding waste bin lid (see figures, below) and close the waste bin.

Waste bin lid SP and waste bin lid AS.
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3. Open the waste compartment door.

4. Insert the magnetic positioning aids.

Magnetic positioning aids.

Waste compartment Cabinet SP.
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5. Place the waste bin with the lid (SP or AS) directly underneath the corresponding
waste chute, so that the tips fall directly through the chute into the waste bin.

BT 2 7
Waste bin SP and waste bin AS.
6. Reposition the magnetic aids around the base of the waste bin to hold the waste
bin in a safe position.

Note: After each run, check if the waste bin is full. Dispose of used filter tips and
prepare the waste bin(s) as previously described.

Waste bin correctly inserted.

WARNING Hazardous chemicals and infectious agents

The waste contains samples and reagents. This waste may contain
@ toxic or infectious material and must be disposed of properly. Refer

to your local safety regulations for proper disposal procedures.
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5 Maintenance and Cleaning Procedures

Important: If liquid is spilt on the QIAsymphony Cabinet SP/AS, wipe it away immediately
in accordance with the required safety regulations. Do not allow the liquid to dry.

Note: The following maintenance information for the Cabinet SP/AS does not include any
information concerning the cleaning procedures of the QlAsymphony SP/AS instfruments.
Information for cleaning the QlAsymphony SP/AS is given in Section 15.

WARNING Hazardous chemicals and infectious agents

Always wear personal protective equipment (PPE) in the lab.
& Basic equipment includes:

e Nitrile chemical-resistant gloves (2 pairs of gloves are
recommended)

e Lab coat

e Safety glasses (shatterproof)

5.1 Cleaning agents

Note: Different disinfectants from those recommended may be used. Ensure that their
compositions are similar to those described below.

We recommend DECON-QUAT 100, a quaternary ammonium salt-based disinfectant
concentfrate, for submerging tip and waste  chutes (contains 5%
alkyldimethylbenzylaommonium chloride and 5% alkyldimethylethyloenzylammonium
chloride).

5.2 Daily cleaning procedures

After completing the last protocol of the day on the QIAsymphony SP/AS, perform the
following cleaning procedures in addition fo the daily cleaning procedures described in
Section 15.

5.2.1 Cabinet SP: Removing the fip and waste chutes, and drop catcher

1. Open the QIAsymphony SP hood.

2. Open the “Waste” drawer.
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3. Remove the tip chute SP from the “"Waste” drawer as shown in the next figure.

Note: Residual liquid from the tip chutes and drop catcher may drip.

Tip chute

Waste drawer

4. Remove the drop catcher as shown in the next figure.

Drop catcher

5. Close the QlAsymphony SP “Waste” drawer.
6. Open the Cabinet SP waste compartment.

7. Remove the waste bin.
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8. Remove the waste chute SP by pulling it down.

A\

Waste chute SP

5.2.2 Cabinet SP: Cleaning procedure

1. Soak the fip chute SP, waste chute SP, and the drop catcher in a glyoxal and
quaternary ammonium-salt—based disinfectant for at least 15 minutes.

2. Rinse both chutes and the drop catcher in water and wipe dry with paper towels.
3. Wipe clean the fip disposal channel of the Cabinet SP with an ethanol-based

disinfectant.

4. When the "Waste" drawer is opened, the tip chute SP may drip onto the surface of
the QlAsymphony SP and/or Cabinet SP. If necessary, wipe the surface of the
contaminated areas with an ethanol-based disinfectant. Then, wipe with a cloth
moistened with water and dry with paper towels.
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5.2.3 Cabinet AS: Removing the tip and waste chutes

1. Open the QIAsymphony AS hood.
2. Remove the tip chute AS as shown in the next figure.

Note: Residual liquid from the fip chute AS may drip.

Tip chute AS

3. Open the Cabinet AS waste compartment.
4. Remove the waste bin.

5. Remove the waste chute AS by pulling it down.

Waste chute AS

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 455



5.2.4 Cabinet AS: Cleaning procedure

. Soak both tip chutes in a glyoxal and quaternary ammonium-sali-based disinfectant

for af least 15 minutes.
Rinse both chutes in water and wipe dry with paper towels.

Wipe clean the tip disposal channel of the Cabinet AS with an ethanol-based
disinfectant.

If necessary, wipe the surface of the Cabinet AS with an ethanol-based disinfectant.
Then wipe with a cloth moistened with water and dry with paper towels.

5.3 Weekly cleaning procedures

Wipe the exposed surfaces of the Cabinet SP/AS with ethanol-based disinfectant once

a week.

5.3.1 Cleaning the waste bin lid(s)

> w0 N

o

Open the corresponding Cabinet (SP or AS) waste compartment.
Remove the waste bin.
Remove the waste bin lid.

Soak the lid in a glyoxal and quaternary ammonium-salt-based disinfectant for at
least 15 minutes.

Rinse the lid in water and wipe dry with paper towels.
Replace the lid on the waste bin.

Reinsert the waste bin directly underneath the appropriate waste chute.

5.4 Insertion of clean parts: Cabinet SP

Prepare the Cabinet SP and QlAsymphony SP *Waste” drawer in the following order:

e Step 1:Insert the waste chute SP

Step 2: Insert the drop catcher
Step 3: Insert the tip chute SP
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5.4.1 Inserting the waste chute SP

1. Open the Cabinet SP waste compartment.

Waste chute SP.

2. Ensure that the waste chute SP is used.
Note: The waste chute SP is longer than the waste chute AS.

3. Hold the waste chute SP so that it curves towards the back and is directly
underneath the tip disposal channel opening.

4. Push the waste chute SP softly upwards, into the slot of the drop catcher.
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5. The waste chute SP is held in position by magnets.

AN

I—

6. Place the waste bin with lid directly underneath the waste chute

7. Close the Cabinet SP waste compartment.
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5.4.2 Inserting the drop catcher

1. Open the QIAsymphony SP hood.
Open the QlAsymphony SP “Waste” drawer.

Insert the drop catcher as shown in the figures below.

M w0 N

Ensure that the drop catcher is properly inserted.

5.4.3 Inserting the tip chute SP

1. Insert tip chute SP. Ensure that the notch faces forward, foward the front of the
“Waste” drawer (see figure, below).

2. Close the "Waste"” drawer.

3. Close the QlAsymphony SP hood.
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5.5 Insertion of clean parts: Cabinet AS

Prepare the Cabinet AS and QIAsymphony AS in the following order:

e Step 1:Insert the fip chute AS

e Step 2:Insert the waste chute AS

5.5.1 Inserting the tip chute AS

1. Open the QIAsymphony AS hood.

2. Insert the tip chute AS (see figure, below).

3. Close the QlAsymphony AS hood.

5.5.2 Inserting the waste chute AS

1. Open the Cabinet AS waste compartment.
2. Ensure that the waste chute AS is used.

Note: The waste chute AS is shorter than the waste chute SP.
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3. Hold the waste chute AS so that it curves fowards the back and is directly
underneath the tip disposal channel opening.

4. Push the waste chute AS softly upwards. The waste chute AS is held in position by
magnets.

5. Place the waste bin with lid directly underneath the waste chute.

6. Close the Cabinet AS waste compartment.
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6 Technical Data for QIAsymphony Cabinet

SP/AS

Transportation conditions QIAsymphony Cabinet SP/AS

Air temperature

—25°C to 70°C (-13°F to 158°F) in manufacturer's package

Relative humidity

Maximum of 75% (noncondensing)

Environmental
class

2K2 (IEC 60721-3-2)
2M2 (IEC 60721-3-2)

Storage conditions QIAsymphony Cabinet SP/AS

Air temperature

=5°C to 40°C (41°F to 104°F) in manufacturer’s package

Relative humidity

Maximum of 85% (noncondensing)

Environmental
class

1K2 (IEC 60721-3-1)
1M2 (IEC 60721-3-1)

/ Warranty

The QlAsymphony Cabinet SP/AS is supplied with a 1-year warranty.
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1 Safety Information

Before using the Rotor-Gene Q MDx instrument, it is essential that you read this user
manual carefully and pay particular attention to the safety information. The instructions
and safety information in the user manual must be followed to ensure safe operation of
the instrument and to maintain the instrument in a safe condition.

The following types of safety information appear throughout this manual.

WARNING The term WARNING is used to inform you about situations that could

result in personal injury to you or other persons.
A 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.
A Details about these circumstances are given in a box like this one.

The advice given in this manual is intended to supplement, not supersede, the normal
safety requirements prevailing in the user’s country.

1.1 Proper use

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

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

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

Perform the maintenance as described in Section 9. QIAGEN charges for repairs that are
required due to incorrect maintenance.
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WARNING Risk of personal injury and material damage

Rotor-Gene Q MDx is a heavy instrument. To avoid personal injury or
damage to the instrument, take care when lifting.

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

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

Note: In case of emergency, switch off the Rotor-Gene Q MDx at the power switch at the
back of the instrument and unplug the power cord from the power outlet.

WARNING Risk of personal injury and material damage
Do not try to open the lid during an experiment, or while the Rotor-
Gene Q MDx is spinning. Otherwise, if you overcome the lid lock and
reach inside, you risk contact with parts that are hot, electrically live,
or moving at high speed, and you may injure yourself and damage
the instrument.

WARNING Risk of personal injury and material damage
If you need to stop an experiment quickly, turn off the power to the
instrument, then open the lid. Let the chamber cool before reaching

inside. Otherwise you risk injury by touching parts that are hot.

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

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

insfrument is kept free of clutter.

CAUTION Damage to the instrument

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

experiment, they may damage the chamber.

CAUTION Damage to the instrument

Visually inspect and make sure the rotor is not damaged or
deformed before each run.

If you touch the Rotor-Gene Q MDx during an experiment, while you are charged with
stafic electricity, in severe cases the Rotor-Gene Q MDx may reset. However, the software
will restart the Rotor-Gene Q MDx and continue the experiment.

1.2 Electrical safety
Disconnect the line power cord from the power outlet before servicing.

WARNING Electrical hazard

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

conductor terminal is likely to make the insfrument 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 fo expose live
parts.
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To ensure satisfactory and safe operation of the Rotor-Gene Q MDx, follow the advice
below:

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

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

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

e |[f liquid has spilled inside the instrument, switch off the instrument, disconnect it from
the power outlet, and contact QIAGEN Technical Services.

If the instrument becomes electrically unsafe, prevent other personnel from operating it,
and confact QIAGEN Technical Services; the instrument may be electrically unsafe
when:

e |t or the line power cord appears to be damaged.
e |f has been stored under unfavorable conditions for a prolonged period.

e |f has been subjected to severe transport stresses.

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

1.3 Environment

Operating conditions

WARNING Explosive atmosphere

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

CAUTION Damage to the instrument

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

The Rotor-Gene Q MDx must be located out of direct sunlight.
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1.4 Biological safety

Specimens and reagents containing materials from biological sources should be treated
as potentially infectious. Use safe laboratory procedures as outlined in publications such
as Biosafety in Microbiological and Biomedical Laboratories, HHS
(www.cdc.gov/od/ohs/biosfty/biosfty.htm).

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

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, 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 o
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: 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).

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

480



1.5 Chemicals

WARNING

A

Toxic fumes

Hazardous chemicals

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

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

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

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

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

laboratory ventilation system to remove vapors that may be produced.

1.6 Waste disposal

Used consumables and plasticware may contfain hazardous chemicals or infectious

agents. Such wastes must be collected and disposed of properly according to local

safety regulations.

1.7 Mechanical hazards

The lid of the Rotor-Gene Q MDx must remain closed during operation of the insfrument.

WARNING

A

WARNING

A

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

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

A

CAUTION

A

CAUTION

A

WARNING

A

WARNING

A

Damage to the instrument

Make sure that the rotor and locking ring are installed correctly. If the
rotor or locking ring show signs of mechanical damage or corrosion,
do not use the Rotor-Gene Q MDx; contact QIAGEN Technical
Services.

Damage to the instrument

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

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

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

Damage to the instrument

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

Moving parts

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

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

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

WARNING

A\

WARNING

A

Hot surface

The Rotor-Gene Q MDx chamber can reach temperatures above

120°C (248°F). Avoid touching it when it is hot.

Hot surface

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

1.9 Maintenance

Perform the maintenance as described in Section 9. QIAGEN charges for repairs that are

required due to incorrect maintenance.

WARNING/
CAUTION

A

WARNING

A

WARNING/
CAUTION

A\

Risk of personal injury and material damage
Only perform maintenance that is specifically described in the user
manual.

Risk of fire

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

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

Risk of electric shock
Do not disassemble the Rotor-Gene Q MDx instrument.
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CAUTION Damage to the instrument housing

Never clean the instrument housing with alcohol or alcohol-based
solutfions. Alcohol will damage the housing. To clean the housing, use

distiled water only.

1.10 Symbols on the Rotor-Gene Q MDx

Location

Description

Near the sample chamber,
visible when lid is open

Back of the instrument

Type plate on the back of
the instrument

Type plate on the back of
the instrument

<
o

I mE B

Type plate on the back of
the instrument

o
(‘ﬂ)
= -/

=
wn

Type plate on the back of
the instrument

Type plate on the back of
the instrument

Type plate on the back of
the instrument

& 1 K

Heat hazard — the
temperature of the chamber
can reach temperatures
above 120°C (248°F)

Consult instructions for use

CE mark for European
conformity

In vitro diagnostic medical
device

CSA listing mark for Canada
and the USA

Legal Manufacturer

Waste Electrical and
Electronic Equipment (WEEE)

FCC mark of the United
States Federal
Communications
Commission
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Symbol Location

Description

Type plate on the back of
the instrument

Type plate on the back of

.‘25’ the instrument

RCM mark for Australia

RoHS mark for China (the
restriction of the use of
certain hazardous
substances in electrical and
electfronic equipment)
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2 Intfroduction

Thank you for choosing the Rotor-Gene Q MDx. We are confident it will become an
integral part of your laboratory.

Before using the Rotor-Gene Q MDyx, it is essential that you read this user manual carefully
and pay partficular attention to the safety information. The instructions and safety
information in the user manual must be followed to ensure safe operation of the

insfrument and to maintain the instrument in a safe condition.

2.1  About this user manual

This user manual provides information about the Rotor-Gene Q MDx in the following
sections:

Safety Information

Infroduction

General Description

Installation Procedures

Operating Procedures — Hardware

Operating Procedures — Rotor-Gene Q Software

Operating Procedures — Rotor-Gene AssayManager Software

Access Protection

¥ ® N o 0~ LD

Maintenance Procedures

o

Optical Temperature Verification

Troubleshooting

12. Glossary

The appendices contain the following:

e Technical data
e FCC Declaration and information on disposal
® Rotor-Gene Q MDx instrument and accessories

e Lliability clause
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2.2 General Information

2.2.1 Technical assistance

At QIAGEN we pride ourselves on the quality and availability of our technical support.
Our Technical Services Departments are staffed by experienced scientists with extensive
practical and theoretical expertise in molecular biology and the use of QIAGEN products.
If you have any questions or experience any difficulties regarding the Rotor-Gene Q MDx
or QIAGEN products in general, do not hesitate to contact us.

QIAGEN customers are a major source of information regarding advanced or specialized
uses of our products. This information is helpful to other scientists as well as to the
researchers at QIAGEN. We therefore encourage you to contact us if you have any
suggestions about product performance or new applications and techniques.

For technical assistance and more information, call one of the QIAGEN Technical
Services Departments or local distributors (see back cover).

For up-to-date information about the Rotor-Gene Q MDX, visit
http://www.qgiagen.com/products/rotor-genegmdx.aspx.

2.2.2 Policy statement

It is the policy of QIAGEN to improve products as new techniques and components
become available. QIAGEN reserves the right to change specificatfions at any fime.

In an effort to produce useful and appropriate documentation, we appreciate your
comments on this user manual. Please contact QIAGEN Technical Services.

2.3 Intended use of the Rotor-Gene Q MDx

The Rotor-Gene Q MDx instrument is designed to perform real-fime thermal cycling,
detection, and/or quantification using PCR in clinical applications.

The Rotor-Gene Q MDx is infended to be used only in combination with QIAGEN kifs
indicated for use with Rofor-Gene Q instruments for applications described in the
respective QIAGEN kit handbooks.
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If the Rotor-Gene Q MDx instfrument is used with other than QIAGEN Kits, it is the user’s
responsibility to validate the performance of such product combination for any particular

application.
The Rotor-Gene Q MDx instrument is intended for in vifro diagnostic use.

The Rotor-Gene Q MDx instrument is infended for use by professional users, such as
technicians and physicians trained in molecular biological techniques and the operation
of the Rotor-Gene Q MDx instrument.
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3 General Description

The Rotor-Gene Q MDx is an instrument that enables real-time PCR. It is highly suited for
in vitro diagnostic applications.

The powerful and user-friendly Rotor-Gene Q software provides simplicity for beginners as
well as an open experimental platform for advanced users.

e

—= Air vents

Lid handle

Instrument
status lights

Rotor chamber

3.1 Thermal performance

The Rotor-Gene Q MDx uses a sophisticated heating and cooling design to achieve
optimal reaction conditions. The unique rotary format ensures optimal thermal and
optical uniformity between samples which is critical for precise and reliable analysis.

Samples spin continually at 400 rpm during a run. Cenftrifugation prevents condensation
and removes air bubbles, but does not pellet DNA. In addition, samples do not need to
be spun down prior to arun.

Samples are heated and cooled in a low-mass—air oven. Heating is achieved by a nickel-
chrome element in the lid. The chamber is cooled by venting the air out through the top
of the chamber while ambient air is blown up through the base.
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Heating

: : Heater
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) _ ) Heater
Ce_ntnfugal fan dn;es‘ eloments
air around chamber awitch off

Chamber vent opens
expelling hot air

Centrifugal fan Drives
air into chamber

Cool airin

lllustration of the heating and cooling system.

3.2 Optical system

With a choice of up fo é excitation sources* and 6 detection filters* combined with a
short, fixed optical path, the Rotor-Gene Q MDx can be used for multiplex reactions,
ensuring minimum fluorescence variability between samples and eliminating the need

for calibration or compensation.

* Red and HRM Channels are not intended for use with FDA cleared or approved nucleic acid tests.
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Samples are excited from the bottom of the chamber by a light-emitting diode. Energy
is transmitted through the thin walls at the base of the tube. Emitted fluorescence passes
through emission filters on the side of the chamber and is then collected by a
photomultiplier. The fixed optical path ensures consistent excitation for every sample,
which means that there is no need to use a passive internal reference dye such as ROX™,

Reaction Chamber

Detection
Filters

PMT Detector

Assembly
Tubes in Rotor ngu%'lc%hl
Spin Past Optics -

lllustration of the optical system.
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4 |Installafion Procedures

4.1 Site requirements

The Rotor-Gene Q MDx instrument must be located out of direct sunlight, away from heat
sources, and away from sources of vibration and electrical interference. Refer to
Appendix A for the operating condifions (temperature and humidity). The installation site
should be free of excessive drafts, excessive moisture, excessive dust, and not subject to
large or frequent femperature fluctuations as may be present, for example, in the air flow
of an air conditioning unit.

Refer to Appendix A for the weight and dimensions of the Rotor-Gene Q MDx instrument.
Ensure that the workbench is dry, clean, vibration proof, and has additional space for
accessories. For further information about required specifications of the workbench,
contact QIAGEN Technical Services.

Note: It is extremely important that the Rotor-Gene Q MDx instrument is placed on a
stable surface that is level and vibration-free. For guidance, refer to the operating
conditions in Appendix A.

The Rotor-Gene Q MDx instrument must be placed within approximately 1.5 m (59 in.) of
a properly grounded (earthed) AC power outlet.

WARNING Explosive atmosphere

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

WARNING Risk of overheating
To ensure proper ventilation, maintain a minimum clearance of 10
& cm (3.94in.) at the sides and rear of the Rotor-Gene Q MDx.
Slits and openings that ensure the ventilation of the Rotor-Gene Q
MDx must not be covered.
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4.2 AC power connection
Power requirements

The Rotor-Gene Q MDx operates at:
® 100-240 V AC at 50-60Hz, 520 VA (peck)

Make sure that the voltage rafing of the Rotor-Gene Q MDx is compatible with the AC
voltage available at the installation site. Mains supply voltage fluctuations are not to
exceed 10% of nominal supply voltages.

Grounding requirements

To protect operating personnel, QIAGEN recommends that the Rotor-Gene Q MDx be
correctly grounded (earthed). The instrument is equipped with a 3-conductor AC power
cord that, when connected to an appropriate AC power outlet, grounds (earths) the
instrument. To preserve this protection feature, do not operate the instrument from an AC
power outlet that has no ground (earth) connection.

Installation of AC power cord

Connect one end of the 3-conductor AC power cord to the socket located at the rear
of the Rotor-Gene Q MDx instrument. Connect the other end to the AC power outlet.
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4.3 PC requirements

The laptop computer, supplied with the Rotor-Gene Q MDXx, fulfills the requirements of the
Rotor-Gene Q software and Rotor-Gene AssayManager software. Minimum laptop
computer requirements for the Rotor-Gene Q software are detailed in the following table.

PC system requirements

Description Minimum requirement

Operating system Microsoft Windows 10 Professional Edition 64-bit
Microsoft® Windows 7 Professional edition (32- and
64-bit)*
(Service Pack 1)

Processort Intel® Core™ 2 Duo
1.66 GHz or better

Main memoryt Minimum 1 GB RAM

Hard disk spacet Minimum 10 GB HDD

Graphics Adapter and screen with at least 1200 x 800 pixels

Ports USB port or RS-232 serial port

DVD-ROM drive 1

Pointing device Touchpad or mouse or equivalent is required

Bluetooth® Must be switched off

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

* Microsoft Windows 10 or Windows 7 Professional edition is required to run the Rotor-Gene Q software with
security features (see Page 587). Security features are not available if the Home edition of Windows 10 or
Windows 7 is used.

T When using Rotor-Gene AssayManager version 1.0

4.4  Configuration for Windows security

The laptop computers that are provided by QIAGEN for use with your Rotor-Gene Q MDx
instrument have Microsoft Windows 10 or 7 pre-installed and are configured with a
standard (non-administrative) Windows user account and with an administrator account.
In routine usage of the system, the standard account is to be used as both Rotor-Gene
Q software and Rotor-Gene AssayManager version 1.0 are designed fo run without
administrator rights. The administrator account shall only be used to install the Rotor-Gene
Q or the Rotor-Gene AssayManager version 1.0 soffware and a virus scanner (please see
page 511 for details of anti-virus software). Use of the administrator account is indicated
by ared desktop background. Please make sure, that you always log-in as standard-user
for routine use.
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The default password of the administrator account is as follows: “Ql1a#g3nlAé". Please
change the administrator password after first login. Please make sure that the password
is secure and does not get lost. There is no password for the standard operator account.

If your configuration is different and no non-administrative account is contained, system
administrators should setup an additional standard Windows user account to prevent
accidental 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/fime settings, Windows updates, firewall, user rights
& roles, anti-virus activation), or performance relevant settings like power saving.

To create a user account in Windows, please follow the steps outlined in the following
section of this handbook.
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4.4.1  Windows 10 security

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

1 Right-click on the Windows icon in the lower-left corner of the screen. Select
“Computer Management”.

Programs and Features
Mobility Center

Power Options

Event Viewer

System

Device Manager
MNetwork Connections
Disk Management
Computer Management
Command Prompt

Command Prompt (Admin)

Task Manager

Control Panel
File Explorer
Search

Run

Shut down or sign out

Desktop

= = B

2 Expand “Local Users” and “Groups”.
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E‘ Computer Management
File Action View Help
9 @ = H

3'_1 Computer Management (Local)
v [} System Tools

Name
ﬁé System Tools

> @ Task Scheduler Storage
> @ Event Viewer =) . o
@ Services and Applications

» i Shared Folders
> {8 Local Users and Groups
> Performance

% Device Manager
v 23 Storage
= Disk Management
Zy Services and Applications

;E' Computer Management
File Action View Help
= |5 =]

E Computer Management (Local)
v '[ré System Tools

Name
'[?é System Tools

» @ Task 5c|'1edu|er Storage
> @ Event Viewer = . _—
D& Services and Applications

> @ Shared Folders
v # Local Users and Groups
[ Groups
> @ Performance
) j Device Manager
v 23 Storage
= Disk Management
> _—‘} Services and Applications

3  Select “Users”. With Users highlighted, click "Action”.
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E‘ Computer Management

File View Help

&= | HECE BE

E Computer Management (Local)
v ]ﬁ Systemn Tools
5 (5 Task Scheduler
> {2] Event Viewer
» [ Shared Folders
v &l Local Users and Groups
| Users
] Groups
> @ Performance

4

A Nevire Mananer

Select “New User..."

Name Full Name Description

&j admin
EAdmininrator
&j DefaultAccount

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

;'EJ Computer Management

File = Action View Help

4@ = {  NewUser.

)

& Refresh
o

v 1 EporList..
5 Help

| Users

[ Groups
> @ Performance
M Device Manager

MName

giadmin
&jﬁ\dministrator
&jDefaultAccount

» @2l Shared Folders q
!;_,] Guest

v % Local Users and Groups

Full Mame
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Mew User ? *

User name: IOpemtor |
Full name: | |
Description: I |
Password: ‘-...o.o- |
Confirm password: srssnnee |

User must change password at next logon:

IUser cannot change password

Fassword never expires
[] Account is disabled

Help Create Close

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

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

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 499



Mew User ? *

User name: |Operator |
Full name: | |
Description: | |
rPassword: |u...... A ‘
Confirm password: |........ ‘

[JiUser must change password at next logon

[] User cannot change password
L|:| Password never expires y

[] Accourt is disabled

Help I Create I ‘ Close

7 Click “Create” to finish.

MNew User ? *
User name: ’0perator |
Full name: I |
Description: ’ |
Password: |-ooooooo |
Confirm password: |“""‘" |
[CJillser must change password at next logon:
[] User cannet change password
[[] Password never expires
[ Account is disabled

Help I Create I ’ Close
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8  Add another user or click “Close”. All existing local users are shown in the Users list.

MNew User

User name: ||

Full name: |

Description: |

Password: |

Confirm password: |

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

[] Accourt is disabled

A& Computer Management
File Action View Help
=25 6= HE

T ®

;E" Fomputer Management (Local) Name Full Name
v {f} System Tools & admin
> @TaskScheduIer 3 .
) Administrator

g Q Event Viewer &jDefauItAccount

> @ Shared Folders :

v % Local Users and Groups Eg.Guest
P 5 W Operator Operator
] Groups

» (®) Performance
% Device Manager
» 5 Storage
» T4 Services and Applications

9. Close “Computer Management”.

Note: Change the password of the currently logged-in user by pressing the key
combination CTRL + ALT + DELETE and selecting “Change a password” from the

available options.

Description

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

Actions
Users -
More Actions
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4.4.2 Windows 7 security

1. Open the Windows conftrol panel via the "“Start” menu and select the “User

Accounts”/”Manage Accounts”.

2. Chose “Create a new account”.

G@.\En Unar Accounts » Mansge Accounts x| 4g | Sewmn Control Panet o
-

Choose the account you would like to change

Admin 4| Guest
Adrvutestiner Guseit sooeunt o ol

Create » new

Whit & & wied biosust?

3.  Name the account and select “Standard User” as the account type.

j. JESSE———)
4 o
Gq?jr 8- M-uwhmt-crull New Acoount = | #5 W Search Control Pomel el

Hame the account and choose an account type
Thit name will appear on e Welotrne icreen and cn the Stan menu.

I !MNK(MMIMMMWMMtwwmmmﬁﬁﬂlﬂmmmﬂ

| the tecunty of the Coemguter,
Aderantrator
Adminigtratori have complete scomid 1o the competer and can make sy dedited changes. Based on
mptificaticn wttings, sdminigSators may be ssked to provide thew password or confimatson belone
eruiking chawpes that sfect other users.

W eecommand that you peotect every scount with & i16n3 padswoed.

Why is & Mandand sdcoust recommended?

4. Click “Create Account”.

5. Go back to User Accounts and create a password for the Administrator account.
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e | =
i,
i Q;Uv'% <« All Control Panel lte... » User Accounts ~ | #3 [if Search Control Panel yel

Control Panel Home

Make changes to your user account

Manage your credentials

Create a password for your account ~ -

Create a password reset disk

Link online IDs

Admin
Administrator

Change your picture

@ Change your account name

Manage your file encryption

I certificates @ Change your account type

| Configure advanced user

BIobERIEperties & Manage another account

Change my environment

variables @ Change User Account Control settings

See also

";' Parental Controls

6. Enter the password and select “Create a password for your account”.

[ * E@u
e
@-’_OUH‘) <« User Accounts » Create Your Password ~ | 43 [if Search Control Panel pel

Create a password for your account

‘ Admin
Administrator
\

ll New password {

| Confirm new password

If your password contains capital letters, they must be typed the same way every time you log on.
How to create a strong password

Type a password hint

The password hint will be visible to everyone who uses this computer, ‘
What is a password hint?

[ Create password ][ Cancel ]

Note: This password will be needed for instaling future updates of Rotor-Gene
AssayManager v1.0, or for backup and restore purposes. Please make sure that
the password is secure and does not get lost.
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4.5 Unpacking the Rotor-Gene Q MDx

The Rotor-Gene Q MDx is delivered with all the necessary components for setting up and
running the instrument. The box also contains a list of all the components provided.

Note: Check this list for completeness to ensure that all the components are present.

Note: Check the instrument and delivered accessories for transport damage before
installation.

The accessories box sits on fop of the foam packing. The accessories box contains:

® Rotor-Gene Q MDx Installation Guide (US)
® CD (Rotor-Gene Q software)
® CD (Rotor-Gene Q MDx User Manual (US))
® CD (Rotor-Gene Q User Manual)
e |oading Block 96 x 0.2 ml Tubes*
* Not infended for use with FDA cleared or approved nucleic acid tests
e |oading Block 72 x 0.1 ml Tubes
e Rotor Holder (dismantled for safe transport)
e 364-Well Roftor (this rotor is red in color)*
* Not intended for use with FDA cleared or approved nucleic acid tests
e 36-Well Rotor Locking Ring*

* Not intended for use with FDA cleared or approved nucleic acid tests

The following items are packed on each side of the foam packing:

e USB and RS-232 serial cable
e International power cable set
e PCR Tubes, 0.2 ml (1000)*

* Not intended for use with FDA cleared or approved nucleic acid tests

e Strip Tubes and Caps, 0.1 ml (1000)

Once all these components have been removed from the box, remove the foam
packing on top of the Rotor-Gene Q MDx. Carefully remove the Rotor-Gene Q MDx from
the box and unwrap the plastic cover. Open the lid by sliding it fowards the back to
access the reaction chamber.
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The following items are already installed inside the Rotor-Gene Q MDx:

® A 72-Well Rotor (this rotor is blue in color)

® A 72-Well Rotor Locking Ring

A laptop computer is included with your Rotor-Gene Q MDx instrument.
Rotor-Gene AssayManager software is supplied on a separate installation DVD.

Once you have unpacked the Rotor-Gene Q MDx, proceed with installation as described
below.

4.6 Accessories

Accessories can be ordered separately for use with the Rotor-Gene Q MDx. For more
details, see Appendix B in Part | of Volume 2.

4.7 Hardware installation

Once the Rotor-Gene Q MDx has been unpacked, proceed with installation as described
below.

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

1. Place the Rotor-Gene Q MDx on a level and vibration-free surface.
Ensure that there is sufficient space behind the instrument for the lid to open fully.

Ensure that the power switch at the back of the instrument can be reached easily.

A 0N

Do not obstruct the back of the instrument. Ensure that the power cord can be
easily detached if required, to disconnect power to the instrument.

5. The Rotor-Gene Q software should be installed before the laptop computer is
connected to the Rotor-Gene Q MDx. Please refer to Section 4.8 below or the
Rotor-Gene Q MDx Installation Guide (US) in Part lll of Volume 2 of the
QIAsymphony RGQ MDx (US) User Manual on how to install the Rotor-Gene Q
software.
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6. Connect the supplied USB cable or RS-232 serial cable to a USB or communications
port on the back of the computer.

7. Connect the USB or RS-232 serial cable to the back of the Rotor-Gene Q MDx.

8. Connect the Rotor-Gene Q MDx to the power supply by connecting one end of
the AC power cord to the socket located at the rear of the Rotor-Gene Q MDx and
the other end to the AC power outlet.

......

™
On/off switch ‘_f
“ e @71‘:;”0@:%,
Power supply —pue |
port | _a.; ‘
{ :;‘—,El.. S i ?

Type plate including Cooling fan Serial port USB port
serial number

Note: Connect the Rotor-Gene Q MDx to the computer with the USB or serial cables
delivered with the instrument. Do not use other cables.

4.8 Rotor-Gene Q software installation

Note: Rotor-Gene Q software and Rotor-Gene AssayManager are softwares for routine
testing in combination with Rotor-Gene Q MDx instruments. The two (2) softwares are
used independently of each other but reside on the same computer. Refer to the specific
assay Instructions for Use (Handbook) to determine the appropriate software fo be used.

1. Toinstall the Rotor-Gene Q software, insert the CD (Rotor-Gene Q software)
delivered with the instfrument info the CD/DVD drive of the computer.

2. Select Install Operating Software in the window that appears.

Note: Please refer to the Rotor-Gene Q MDx Installation Guide (US), in Part Il of Volume 2

of the QlIAsymphony RGQ MDx (US) User Manual, for easy installation and for guidance

through the next steps of software installation.
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Rotor-Gene Q — Pure Detection

B Install Operating Software

B Exit

d

Once the Rotor-Gene Q software has been installed a desktop icon will be created

automatically.

4. Switch on the Rotor-Gene Q MDx by moving the toggle switch, located at the back
on the right-hand side, to the “I" position. A blue “Standby” light on the front of the
Rotor-Gene Q MDx indicates that the instrument is ready for use.

Note: When starting connected to a computer for the first time, the Rotor-Gene Q MDx
will be recognized by the operating system and a number of messages will appear.
Please refer to the Rotor-Gene Q MDx Installation Guide (US), in Part lll of Volume 2 of the
QIAsymphony RGQ MDx (US) User Manual, for guidance.
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5. Double-click the Rotor-Gene Q Series Software desktop icon on your computer

screen to initiate the Rotor-Gene Q software.

6. A Welcome window appears the first fime the Rotor-Gene Q software is started, but
does not appear for subsequent Rotor-Gene Q software upgrades.

€ |ntroductory Screen and Initial Setup

Welcome!

Wwielcome. Before you begin, the analpsis
zoftware needs to know a couple of things
about the tpe of spstem pou are uzing.

b achine Serial Mumber :

Poart:

COM1 A Auta-Detect

[™ Run inVirtual Mode [For Demonstration)

Beain | E «it Praogram |

Machine Serial
Number:

Port:

Auto-Detect:

Type in the serial number (7 numeric digits), which can be
found on the type plate on the back of the Rotor-Gene Q MDXx.

Choose either USB or serial cable. Select the appropriate
communications port or click the Auto-Detect button.

When using this option, the corresponding USB or serial port will
be detected automatically and displayed in the Port drop-
down list.
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Run in Virtual Checking this box allows installation of the Rotor-Gene Q
Mode (For software on a computer that is not connected to a Rotor-Gene
Demonstration): Q MDx. The Rotor-Gene Q software is fully functional and can

simulate runs.

Note: If this box is checked and a Rotor-Gene Q MDx is
connected fo the computer, the following message appears
before the run starts: You are about to run in Virtual mode. To
perform a real run, the setup must be changed in the Setup
window (see Section 6.3.1).

Begin: When all the information has been entered, click Begin. Wait
until initialization is finished, which may take a few seconds. If
virtual mode was chosen the following message appears:

{ i This software will perform basic simulation of a machine for training and demonstration purposes. You can disable this
setting via the Setup screen, accessible from the File menu,

If the Run in Virtual Mode box is unchecked, the software
initializes and opens automatically.

Exit Program: Clicking on this button exits the program.

4.9 Rotor-Gene Q software version

To find the Rotor-Gene Q software version number, click on the Help button in the menu

bar, then select About This Software....

 Rotor-Gene Q Series Software VIRTUAL MODE - Run 2034-07-29 (1)
File Analysis Run Gain  VYiew Security Winduw@

The About This Software... window displays general information about Rotor-Gene Q
software, including the version of the Rotor-Gene Q software and the serial number and

model of the instrument.
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Rotor-Gene @ — Pure Detection

Softwars Worsion : 2.3.4 1
Maching Serial No @ 123456

Moded - 5.Plex HEM —
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Wamng Ths Compuler [rogram &
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Ireates. Unsuthonzed reprodecion of s

Pragiam, of ety DOran of B, iy reaol R

sevene ol and ormngd perafies and wil

Ba proseculed by Tie AU exlns!

poanbis undier the aw. Podtions. of Info-2ip

fe) 10 1 i - 20 Py Lad "'

Rotor-Gene Q software may be freely copied for use within an organization that owns a
Rotor-Gene Q MDx. Rotor-Gene Q software may not be copied and distributed to others
outside the organization.

4.10 Rotor-Gene Q assay package installation

Assay packages contain the required files to run and analyze individual types of assays.
A separate software installation is required for each assay package. The installation
copies the required files to the system and creates one or more shortcuts on the desktop.
The installation and use of each specific assay package is described in detail in the
corresponding Instructions for Use (Handbook).

4.11 Additional software on connected computers

Rotor-Gene Q 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 Q software. It is
particularly important to pay aftention to the points listed below.

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

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

combination with the following two virus scanners to show compatibility:

e Symantec Endpoint Protection V12.1.6

® Microsoft Security Essentials V4.10.209 *

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

If a virus scanner is selected, make sure that it can be configured in a way that the
database folder path can be excluded from the scan. Otherwise, there is the risk of
database connection errors. Since the Rotor-Gene AssayManager v1.0 creates new
database archives dynamically, it is required to exclude the folder path to the files and
not single files. We do not recommend the use of virus scanners where only single files
can be excluded, e.g. McAfee Antivirus Plus V16.0.5. If the computer is used in an
environment without network access, please also make sure that the virus scanner
supports offline updates.

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 1.0
needs to be excluded from file scans, which depending on the MS SQL server
version that initially created the database, is as follows: C:\Program Files\Microsoft
SQL Server\MSSQL10_50.RGAMINSTANCE\MSSQL\DATA or C:\Program
Files\Microsoft SQL ServerAMSSQL12.RGAMINSTANCE\MSSQL\DATA

* Note: After installation of “Microsoft Security Essentials”, you shall check that Windows
updates are deactivated since the installation might activate this setting (please read
chapter “Operating system updates”).
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e Updates to the virus database are not performed when the Rotor-Gene
AssayManager v1.0is 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.

4.11.2 Firewall and network

Rotor-Gene Q software and Rotor-Gene AssayManager v1.0 can run either on computers
without network access, 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 fraffic 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
friggered by the user such as updating anti-virus definition files, or connecting the Rotor-
Gene AssayManager v1.0 to the centralized database server. Outgoing connections are
allowed as this may be required for retfrieving updates or when the Rotor-Gene
AssayManager v1.0 is configured to work with a centralized database server.

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

to perform the following steps:

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

@@v@ » Control Panel » All Control Panel ltems »

~ [43 ]| search Con.. ]

¥ Action Center

B3 Color Management
@ Desktop Gadgets

M © Ease of Access Center
fl & HomeGroup

€ Intemet Options

5 Network and Sharing Center
' B personalization

i Recovery

Ml & speechRecognition
[ Troubleshooting

' i Windows Defender

R Wireless Configuration Utility

Adjust your computer’s settings View by:

Administrative Tools [5g AutoPlay W Backup and Restore
Credential Manager 9 Date and Time @ Default Programs.
&3 Device Manager & Devices and Printers I Display
Folder Options JA Fonts & Getting Started
& Indexing Options Intel(R) HD Graphics @ Intel® Rapid Storage Technology
@B Keyboard [ Location and Other Sensors & Mouse
&2 Notification Arez Icons & Parental Controls M Performance Information and Tools
{15 Phone and Modem 3B Power Options Programs and Features
& Region and Language %3 RemoteApp and Desktop Connections & Sound
@ Sync Center 1 System | Taskbar and Start Menu
8, User Accounts &L Windows Anytime Upgrade 8 Windows CardSpace
P Windows Firewall R Windows Mobility Center & Windows Update

T

Windows Firewall
Set firewall security options to help

protect your computer from hackers
and malicious software.

Smallicons ¥

2. Select "Use recommended settings”.

e

o=
@Uv & » Control Panel » All Control Panel ltems » Windows Firewall

~ [43 ]| Search Con... £

Control Panel Home

Allow a program or feature

through Windows Firewall
) Change notification settings

&) Turn Windows Firewall on or
off

& Restore defaults
® Advanced settings

Il Troubleshoot my network

See also
Action Center
Network and Sharing Center

Help protect your computer with Windows Firewall

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

How does a firewall help protect my computer?

What are network locations?

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

% Use re mmended settings

What are the recommended settings?

. g Home or work (private) networks Not Connected (¥)

. g Public networks Connected (&)

Networks in public places such as airports or coffee shops

‘Windows Firewall state: Off

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

Active public networks: None

Notification state: Notify me when Windows Firewall blocks a new
program

]

3. Check that the following settings are active:
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(=16 ]

——
@\.)"0 » Control Panel » All Control Panel tems » Windows Firewall

h Con... P|

Control Panel Home

Allow a program o feature
through Windows Firewall
Change notification settings

@ Turn Windows Firewall on or
off
® Restore defaults

Advanced settings

| Troubleshoot my network

See also
Action Center
Network and Sharing Center

Help protect your computer with Windows Firewall

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

How does a firewall help protect my computer?

What are network locations?

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

@ Home or work (private) networks Not Connected (&)

Windows Firewall state: On
Incoming connections: Block all connections to programs that are not on the
list of allowed programs
Active home or work (private) networks: None
Notification state: Notify me when Windows Firewall blocks a new
program
l @ Ppublic networks Connected
Networks in public places such as irports or coffee shops
Windows Firewall state: on
Incoming connections: Block all connections to programs that are not on the
list of allowed programs
Active public networks: None
Notification state: Notify me when Windows Firewall blocks a new
program
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For security and reliability reasons cable-based network access instead of Wi-Fi shall be
used. The laptop computers that are provided by QIAGEN have a disabled Wi-Fi adapter.
If your configuration is different, a system administrator must disable the Wi-Fi adapter
manually and this can be performed by following the steps below:

1 Open the “Control Panel” and select “Network and Sharing Center” (on Windows

10, just search for “Control Panel” to open it).

e

» Control Panel » All Control Panel ltems »

€)@

~ [42 ][ search Con.. p]

Adjust your computer's settings

W Action Center ) Administrative Tools

BN Color Management [@ Credential Manager

[ Desktop Gadgets &) Device Manager
Ml @ Ease of Access Center Folder Options
i| & HomeGroup &3 Indexing Options
€ Intemet Options & Keyboard

&% Network and Sharing frenter Notification Area Icons
Il & personalization Network and Sharing Center

£ Recovery Check network status, change

network settings and set preferences
il & Speech Recognition | for sharing files and printers

[ Troubleshooting 8, User Accounts
l‘ 8 Windows Defender P Windows Firewall

92 Wireless Configuration Utility

[ AutoPlay
9 Date and Time
5 Devices and Printers
JA Fonts
Intel(R) HD Graphics
[E Location and Other Sensors
& Parental Controls
3@ Power Options
% RemoteApp and Desktop Connections
1% System
&2, Windows Anytime Upgrade
[ Windows Mobility Center

Viewby: Smallicons ¥

W Backup and Restore

@ Defautt Programs

I Display

5 Getting Started

@ Intel® Rapid Storage Technology
F Mouse

M Performance Information and Tools
Programs and Features

% Sound

| Taskbar and Start Menu

B Windows CardSpace

& Windows Update

2  Select “Change adapter settings”.

@u i » Control Panel » All Control Panel ems » Network and Sharing Center

Control Panel Home

Manage wireless networks

Change adapter seftings
Change advanted@anng

settings

See also
HomeGroup
Internet Options

Windows Firewall

View your basic network information and set up connections

View your active networks

Change your networking settings

y n See full map
LY x @

QIAGEN-PC Internet |

(This computer)

Connect to a network
You are currently not connected to any networks.

{iGi 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.
‘s‘ Connect to a network

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

@@ Choose homegroup and shering options
Access files and printers located on other network computers, or change sharing settings. I

[ Troubleshoot problems
Diagnose and repair network problems, or get troubleshooting information.
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3 Hover over "Wireless Network Connection”, press the right mouse button, and select
“Disable” from the context menu.

&5 )=[F » ControlPanel » Network andnternet » Network Connections » <4 [ sea
Organize v ConnectTo  Disable this network device  Diagnose this connection  Rename this connection  Change settings of this connection g
"~ Local Area Connection = | Wireless Network Connection 1
&! Network cable unplugged &F Not connl @ Disabe,
% @ Intel(R) Ethernet Connection 217-V |3 =) Broadcor Q’m«%’ - I
Status
Diagnose
f @& Bridge Connections
I Create Shortcut
Delete
& Rename
' & Properties
\l
f
YYH . " .
4 Check that the “Wireless Network Connection” is disabled.
=
@Ov\@ » Control Panel » NetworkandInternet » Network Connections » [ #9|[ Search Net.. 2]
Organize v - 0 ®
=\ Locsl Ares Connection [ VirelessNetwork Connection
&5 Network cable unplugged WS | Disabled
x @7 Intel(R) Ethernet Connection 1217-V ﬂﬂ] Broadcom BCM943228HMB 802.1.. '
[ke
|
fl
(i
I
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4.11.3 System tools

Many system fools may use significant system resources even without any user
interaction. Typical examples of such tools are:

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

e Disk defragmentation, which often also employs a background task

® Any software that checks for updates on the internet

® Remote monitoring and management tools

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

list may be incomplete. Tools may be released that are not known at the time of writing.

It is important that system administrators take care that such tools are not active on the
Rotor-Gene Q MDx during a PCR run.

4.11.4 Operating system updates

The laptop computers provided by QIAGEN is configured in a way that automatic
updates of the operating system are disabled. If your configuration is different, a system
administrator must disable any automatic update process of the operating system which
can be done by the following steps:

1 Open the "Control Panel” and select "Windows Update”.

Py

[ 42 ][ search Con... 9]

(L)) [ » Control Panel + All Control Panelltems »

Adjust your computer’s settings

¥ Action Center

Kl Color Management

& Desktop Gadgets

i| @ Ease of Access Center

& HomeGroup

€1 Internet Options

5 Network and Sharing Center
(| B personalization

i Recovery

& Speech Recognition

[ Troubleshooting

|
S Wireless Configuration Utility

dows Defender

& Administrative Tools
[@ Credential Manager
& Device Manager

E Folder Options
&, Indexing Options
€ Keyboard
Notification Area Icons
5] Phone and Modem

# Region and Language
@ Sync Center

8, User Accounts

P Windows Firewall

[g AutoPlay
7 Date and Time
5 Devices and Printers
A Fonts
Intel(R) HD Graphics
[ Location and Other Sensors
& parental Controls
3 Power Options

3 RemoteApp and Desktop Connections

1% System
& Windows Anytime Upgrade
R Windows Mobility Center

Viewby: Smallicons v

b Backup and Restore
@ Default Programs
& Display
i Getting Started
@ Intel® Rapid Storage Technology
# Mouse
M Performance Information 2nd Tools
[ Programs and Features
% Sound
il Taskbar and Start Menu
& Windows CardSpace

&v 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”.

=)

.
@Uvm » Control Panel » All Control Panelltems » Windows Update

[ 43| Search Con... £]

Control Panel Home

Windows Update
Check for updates

performance,
Updates: frequently asked
questions

Most recent check for updates: 8/8/2017 at 1:22 PM

You receive updates: For Windows only.

See also
Installed Updates
& Windows Anytime Upgrade

Change sett
= updag jm’y Check for updates for your computer
Always install the latest updates to enhance your computer's security and
Restore hidden updates

Get updates for other Microsoft products. Find out more

Check for updates

Updates were installed: 8/8/2017 at 2:23 PM. View update history

3 Select “Never check for updates”.

s

GU-

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

~ [ 43 ][ Search Con.. 2]

Choose how Windows can install updates

computer,
How does automatic updating help me?

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

Who can install updates

Nof
privacy statement online,

llow all users to install updates on this computer

Important updates
i Install
Install updates automatically (recommended)
' Download updates but let me choose whether to install them

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

ive me recommended updates the same way I receive important updates

Windows Update might update itself automatically first when checking for other updates. Read our
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4 Check that opfion “Never check for updates” is acfive.

@U" E] » Control Panel » All Control Panel tems » 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

f ‘g‘ [Never check for updates (not recommended) -

Install new updates: |Every day at [3:00 AM

Recommended updates

[¥] Give me recommended updates the same way I receive important updates

Who can install updates

Allow all users to install updates on this computer

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

B

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,
or as offline package, prepared on a separate computer with internet connection.

Please visit the product page on QIAGEN.com for more information.

4.12 Updating software

Software updates are available from the QIAGEN website at
www.qgiagen.com/products/rotor-genegmdx.aspx. Software updates can also be
accessed also from the “Help” menu in the software. To download the software, it is
necessary to register online.

4.13 Installing Rotor-Gene AssayManager Version 1.0

See the Rotor-Gene AssayManager Core Application User Manual (US) IVD in Part Il of
Volume 2 of the QIAsymphony RGQ MDx (US) User Manual for information about installing
Rotor-Gene AssayManager version 1.0.x (x 25).
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4.14 Updating Rotor-Gene Q software

Software updates for Rotor-Gene Q software are available from the QIAGEN website at
hitp://www.qgiagen.com/products/rotor-genegmdx.aspx. Software updates can also be
accessed also from the “Help” menu in the software. To download the software, it is
necessary to register online.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018 520



5 Operating Procedures — Hardware

This section describes operation of the Rotor-Gene Q MDx.

5.1 72-Well Rotor

The 72-Well Rotor is blue in color. The 72-Well Rotor and 72-Well Rotor Locking Ring are
used with Strip Tubes and Caps, 0.1 ml, which can be used for volumes as low as 20 .
The caps provide a safe and reliable seal.

Rotor specifications

Recommended
reaction
Rotor type Well capacity Sample no. Tube type volume
72-Well Rotor 100 pl 72 Strip Tubes and 20-50 pl
Caps, 0.1 ml

CAUTION Damage to the instrument

Visually inspect and make sure the rotor is not damaged or
deformed before each run.
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5.2 Manual reaction setup
IMPORTANT: Adequate confrols should be used in each run to ensure reliable results.

Note: Refer to the specific assay Instructions for Use (Handbook) to determine the
appropriate reaction setup to be used.

Reactions can be prepared using the Loading Block 72 x 0.1 ml Tubes (for Strip Tubes and
Caps, 0.1 ml set up with a single-channel pipet), or the Loading Block 72 x 0.1 ml Multi-
channel (for Strip Tubes and Caps, 0.1 ml set up with a multichannel pipet). Blocks are
made of aluminum and can be precooled.

The Loading Block 72 x 0.1 ml Tubes (pictured) holds 18 Strip Tubes (4 x 0.1 ml) as well as
up to eight 0.5 ml tubes, and up to sixteen 0.2 ml tubes. The procedure below describes

the reaction setup for the 72-Well Rotor.

1. Place the Strip Tubes into the Loading Block and aliquot the reaction components.
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2. Place the Caps securely on the Strip Tubes and visually inspect to confirm a tight
seal.

3. Insert the Strip Tubes into the 72-Well Rotor, ensuring that each tube sits correctly in
place in the correct orientation. Samples will not be optimally aligned over the
detection system if not placed correctly in the rotor. This could result in a reduction
in acquired fluorescence signal and detection sensitivity. A Rotor Holder that
enables easy tube loading is provided with the instrument.
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IMPORTANT: To achieve maximum temperature uniformity, each position in the rotor must
contain a tube. Filing 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.

4. Insert the 72-Well Rotor Locking Ring onto the 72-Well Rotor by pushing the 3
locating pins through the outer holes of the rotor.

The Locking Ring ensures that caps remain on tubes during a run.

5. Insert the assembly intfo the Rotor-Gene Q MDx chamber by clicking into place
using the locating pin on the rofor hub. To remove, simply push down on the rotor

hub to release and pull out.

\\

6. Close the lid and select the icon on the computer desktop for the desired assay.
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5.3 Automated reaction setup

See Volume 1 of the QIAsymphony RGQ MDx (US) User Manual and the specific assay
Instructions for Use (Handbook) for instructions to use the QlAsymphony AS for automated
reaction sefup.
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6 Operating Procedures — Rotor-Gene Q
Software

Note: This chapter describes the Rotor-Gene Q software. For Rotor-Gene AssayManager
software, see the Rotor-Gene AssayManager Core Application User Manual (US) IVD in
Part Il of Volume 2 of the QIAsymphony RGQ MDx (US) User Manual.

6.1 Setup and perform run

A new run is started by double clicking on the template icon that is located on the
desktop. More than one template icon may be available on the desktop, depending on
the number of assay packages installed and the number of templates each assay
package supports. Make sure that you select the right one according to the descriptions
in the respective Instructions for Use (Handbook) for the assay you are using.

Ensure that no other instance of the software is running. If you get the following message
box, press No, close all other instances, and try again.

Rotor-Gene ( Series Software 5'
\?) There is already a copy of the software running on this machine. Run an 'Analysis-Only' extra copy of the program?
‘es Mo |

The software starts up and presents the assay specific user interface. The procedure for
entering sample data and performing the run is assay dependent. Please refer to the
Instructions for Use (Handbook) for the assay you are using for further information on the

workflow.

6.2 Analysis

The analysis is started automatically after the run is completed. As the analysis is assay
dependent, please refer to the Instructions for Use (Handlbook) for the assay you are using
for more information on results and report files.
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6.3 File menu

6.3.1 Setup

The inifial setup of the Rotor-Gene Q MDx should be completed during installation.
However, this option allows a change to the Rotor-Gene Q MDx connection setup, if this

should be required after the initial installation.

aeneral |

— Mizcelaneouz Options :
i75  The software can simulate basic operation of the
= machine for testing and training purposes. Ticking
o thiz bog will enable a "irtual Machine simulation.
[ Wirtual Made

Untick this box to prevent further access to this
zetup screen.

v Allowe access bo this setup screen

Port IEEIM1 "l Auto-Detect |

P

Cancel | Help

Virtual Mode:

Allow access
to this setup
screen:

Port:

Auto-Detect

Select this opftion if the software will be used without a
connected Rotor-Gene Q MDx. The software retains all functions.
This mode is useful for demonstration purposes, data analysis, and
setting up templates.

If this option is not checked during setup, this window can no
longer be accessed. This security measure prevents users from
altering the settings. To reestablish access, contact your
distributor.

Select the correct communication port to enable
communications between the computer and the Rotor-Gene Q
MDx.

If you are unsure which port to select, click Auto-Detect to search
for all available ports.
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6.4 Windows menu

This menu enables the windows to be filed vertically or horizontally, or arranged in a
cascade. Further options are accessible by clicking the arrow on the right of the Arrange
button.

6.5 Help function

When using the Help button or Help menu the following pull-down menu will open:
Help |
Table of Contents
Virtual Demo

Software Version History...

Web Resources

Send Support Email...

About This Software...
Table of This accesses the Help function.
Contents:

Virtual Demo: This links to a QIAGEN webpage with an interactive
demonstration of the software.

Software This provides a brief overview of new features added since the
Version previously installed software release.

History...:

Web This opens a new browser window with a QIAGEN webpage that
Resources: contains valuable latest information on Rotor-Gene Q MDx

instruments and corresponding reagents.

About This This provides information about the connected machine, the
Software...: serial number of the Rotor-Gene Q MDx, and the software
version.

6.5.1  Send Support Email

The Send Support Email... opfion in the Help menu allows you to send a support email to
QIAGEN including all relevant information from a run. The Save As option will save all the
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information to a file that you can copy onto a disk or across a network if you do not have
access to email on the computer running the Rotor-Gene Q MDx.

When you use the support email function on the laptop computer provided with the
Rotor-Gene Q MDx (country dependent) for the first time, you will have to configure your

email settings.

Note: You can make the entries of the IT manager of your company.

Configure the email settings

1. Click the option Send Support Email.... The following window will open.

Internet Connection Wizard

Your Name

X

‘When you send e-mail. your name will appear in the From field of the outgoing message.
Type pour name as you would like it to appear.

Display name: ||

For example: John Smith

< Back l ezt > I Cancel |

2. Type in your name and click Next. The Internet Email Address window will open.

Internet Connection Wizard

Internet E-mail Address

X

Your e-mail address is the address other people use to send e-mail messages to you.

E-mail address: I

For example: someone@microsoft.com

< Back I Hest > I Cancel
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3. Type in your email address and press Next. The Email Server Names window will

open.

Internet Connection Wizard ]

E-mail Server Names

x|

My incoming mail serveris a |POP3 'I SEIVEL

Incoming mail (POP3, IMAP or HTTF) server:

An SMTP server is the server that is used for your outgoing e-mail.

Outgoing mail (SMTF) server:

< Back Hext > Cancel |

4. Select the type of mail server for incoming mails and specify the server names for
incoming and outgoing emails. Then press Next. The window Internet Mail Logon will

open.

Internet Connection Wizard

Internet Mail Logon

x|

Type the account name and password your Internet service provider has given you.

Account name: |

Paszsword: |
¥ Remember password
If your Internet service pravider requires you to use Secure Password Authentication

[SPA) to access your mail account, select the 'Log On Using Secure Password
Authentication [SPA)' check box.

™ Log on using Secure Password Authentication (SPA4)

< Back l et > I Cancel |

5. Enter your email account name and password and select, if your server uses secure
password authentication. Then click Next. The Congratulations window wiill open.
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Internet Connection Wizard ) ll

Congratulations

‘You have successfully entered all of the information required to set up your account.

To save these settings, click Finish.

Cancel |

6. Confirm with Finish fo complete the email account setup.

Setting up in Outlook

1. Open Outlook Express from the Start menu (Start, All programs, Outlook Express).

2. Select Tools and then Options. The window below appears.

Signatures I Security I Connection I Maintenance I

General | Read I Receipts I Send I Compose

General

I~ WwWhen starting, go directly to my Inbox’ folder
[+ Motify me if there are any new newsgroups
IV Automatically display folders with unread messages

¥ Automatically log on to YWindows Messenger

Send / Receive Meszages

- v .
[V Play sound when new messages arrive

I Send and receive messages at startup

™ Check for new messages every |3U 3: minute(s)

Ty COMPLILET 1§ Mo CORnected at s Hme:
IDD it connect j

Default Messaging Frograms
%4 Thiz application is the default Mail handler [ ake: Defaultl

2
Thiz application is the default Mews handler [ ake: Defaultl

ok I Cancel | Apply |

Important: To avoid any retrieval of emails during PCR runs, disable the default enfries in
the Send/Receive Messages screen.

3. Disable Send and receive messages at startup.
4. Disable Check for new messages every 30 minutes.

5. Confirm changes with OK.
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/ Operating Procedures — Rotor-Gene
AssayManager Software
For Rotor-Gene AssayManager software, see the Rotor-Gene AssayManager Core

Application User Manual (US) IVD in Part Il of Volume 2 of the QIAsymphony RGQ MDx
(US) User Manual.
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8 Access Protection

Note: This chapter describes access protection for Rotor-Gene Q software. For Rotor-
Gene AssayManager software, see the Rotor-Gene AssayManager Core Application
User Manual (US) IVD in Part Il of Volume 2 of the QIAsymphony RGQ MDx (US) User
Manual.

Rotor-Gene Q software includes features that enable it to operate securely. When it is
correctly configured, the software can ensure that:

® Access to the Rotor-Gene Q MDx or the analysis software is restricted to user groups
e Modifications fo run files are logged

e Unauthorized modifications are detected (signatures)

e Templates used to perform runs are logged

e Sample names are protected

Integration with Windows security

To provide a strong level of accountability, Rotor-Gene Q software does not manage
security internally. Accounts, groups, and passwords are all managed using the Windows
built-in security model (Windows security). Integration allows the same password that
provides access to network files and programs to confrol Rotor-Gene Q software access,
leading to less administration. In larger organizations, for example, network administrators
can easily remove access to ex-users due to the centralized security model.

For this reason, setting up the Rotor-Gene Q software securely primarily involves
configuration of the Windows security roles according to best practices.

Prerequisites

To use security, you must be running Windows 10 Professional edition or Windows 7
Professional edition. The security features cannot be used with Windows 10 or Windows 7
Home editions, as the Home editions do not have the fine-grained access model used
by the software. The software must be installed with the Force authentication through
Windows domain opfion.

Note: The Windows Security menu will not appear if you are logged info a Linux Samba
domain. You must have either a local logon or a Windows server to use the security
features.
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For configuration of Windows security, see Section 4.4 Configuration for Windows security
on page 494

8.1 User accounts

This section describes how to set up the system to run Rotor-Gene Q software securely.

To use the security features, the software must be installed with the “Force authentication
through Windows domain” option. This queries the Windows domain for your access level
and credentials and is essential for providing the accountability and security features.

8.1.1 Creating a new user account

Create user accounts for each user of the Rotor-Gene Q software. For each user, repeat
the steps below until all accounts have been created.

1. To create a new user, select “Start/Settings/Control Panel”.

2. Double-click on “Users and Passwords”.

Users and Passwords ] il )

Users ] Advanced |

Use the Bst below ko grant o deny users access to your
computer, and ko changs passwords and other settings,

Lszers for this computer:
User Name Domain Grou

I #eqdministrakor 5 S

& cuest STEW Guests
Fwsn_wEwWLAPTOP  STEW Guests

G A MEWLAPTOR  STEW Guests

G matthewz STEW Administrators

add, .. I Remove Properties

Password For Administrator

g To change the password for Administrator, click Sat

Password.
Sef Passwaord.. . |
ok | cancel | ool |

3. Click the "Advanced” tab, then click the “Advanced” button.
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Users and Passwords

Users Advanced |

el B3

—Certificate Management

authorities and publishers,

Use certificates to positively identify vourself, certification

Mew Certificate. ., Certificates

—Advanced User Management

user management tasks,

Local Users and Groups can be used to perform advanced

—Secure Book Setkings

? It is recommended that you require users ko press

programs.

Chrl-Alt-Delete before logging on. This ensures password
security and helps protect the system Fram harmful

¥ Require users ko press Ctrl-alt-Delete before logging on.

K | Cancel |

Apply |

window and select “New User”.

In the window that appears, select the “Users” folder. Right-click on the right-hand

ol
J Action  Wiew |J¢' -D‘|||§ |
Tree I Mame | Full Mame | Description

F§ Local Users and Groups (Local) Qﬁdministrator
5 Users G analyst

(23 sroups B cuest

mmatthew
Qoperator

bestuser
G vusk_HEWL...

A 1Sk _NEwLA. .
G rovam_HEWL...

Rotor-Gene analyst

Internet Guest Account
Internet Guest Account
Matthew Herrmann
Rotor-Gene Operator
Rotor-Gene Analyst and ...
Y54 Server Account

Creates a new Local User account Refresh

View

Atrange Icons  #
Ling up Icons

Help

5. Enter a username and password. By default, the user will be created with normal
access privileges. This means they can run software but not install new programs or

change system settings.

Export List..

Built-in account

Built-in account
Built-in account
Biilt-in account

Accounk for the

|

*
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6.

Newuser x|

Uzer name: Inewuser
Full name: INEW User
Dezcription: I
Password: I’"""‘
LConfirn password: I“’“‘“

W User must change password at next logon
= User cannot change password

™| Password never expires

[ &ccount is dizabled

Create I Cloze

Click “Create”. You can now log on as this user.

8.1.2 Assigning roles to each user

You should now assign roles to each user. Access is divided into the following options:

Rotor-Gene Q Operator — can perform runs but cannot generate reports or perform
analysis

Rotor-Gene Q Analyst — can analyze run data and generate reports but cannot
perform new runs

Rotor-Gene Q Operator and Analyst — has the capabilities of both roles

Administrator — can unlock sample names and perform all operations of Analysts
and Operators

None — access to the software is denied
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To assign roles:

1. Login to Windows as an administrator or use the “Rotor-Gene Q Software Login”
icon to open the software and log in.

#x Run Rotor-Gene As Other User

Domain [CORIT1ga
Uzemarme : |Iinsu:ung_l,l Cancel

Pagzword ; |

2. After the software is open, click on the “Security” menu. The first time the “Security”
menu is accessed, Rotor-Gene Q software configures a number of system groups
that will control access to the software.

Rotor-Gene ) Series Software | il

(\") R Groups do not exist on the domain, Would you like them to be created?

Yes Mo |

3. Click "Yes". The “User Admin” window appears. In the top panel, all the users of the
computer are displayed. Some accounts are used by the system so they may be
unfamiliar. The bottom pane shows the groups assigned to the user.

£

Current Uszer:  ZimmerB

—Users :

faktemplats ] deHIL-RobsrtHorit =] RDEHILGaith
_RDE-GTOBE ) RDEHILZSWTeamRoom ™8 _RDEHILGem
_RDE-GTOBG ) RDEHILISwWTeamPoom M8 _RDEHILHomt
_RDE-STOGK, 2 RDEHILCrawleyFoom = RDEHILIacq
_RDE-STOKR ] RDEHILE 015R0om ] RDEHIL acq
_RDE-GTOKT ) RDEHILFrancoisIRoom = RDEHILIchA

Jia|

— Groups ;

Dromain Groups : Selected Uszer's Groups :

Administrators

RG Analyst
RG Operator
< |

LCloze |

4. To assign a group to a user, select the user's name from the list. The bottom panel
will update. If the user has no groups, they cannot launch the software. In the
example below, we assign the user “linsongy” to the RG Analyst group by selecting
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the group on the left-hand side, then clicking the "“>" button. Groups can be

removed by selecting them, then clicking the “<” button.

R User Admin B = x|
Current User: ZimmerB
—Users:
ong, ] (deHIL-RobertHorvit ] RDEHILGaith
#) RDE-STOBE ) RDEHIL25WTeamRaom ) RDEHILGem
%) RDE-STOBG 2 RDEHIL35WTeamRoom ] RDEHILHomt
¥} RDE-STOGK ) RDEHILCrawleyFioom ) RDEHILlacq
£} RDE-STOKR ) RDEHILED15Raom ) RDEHILlacq
o RDE-STOKT 8 RDEHILFrancais/Room ) RDEHILIohn
3|
~ Groups :
Domain Groups : Selected User's Groups :

Administrators

RG &nalyst
RG Operator
i |

Lloze I

5. Now login as this user. As an RG Analyst, the “Run” menu and "Profile” button are
unavailable. However, existing files can be opened and analyzed, as shown in the
screenshot below. The status bar indicates that the user “linsongy” is an RG Analyst.

HRotor-Gen:  Series Software VIRTUAL MODE - melt analysis demo
File Analysis Gain View ‘Window Help

g KH e vew & & B W B B B .um
Open Save  Help Settings Profile  Temp. Samples Analysis Reports Arrange
Channels 7 Cyding 4. FAMISYER .7 Cyding AJOE 17 Melt A.CHL 7 Melt A.CHZ

Bl Melt Curve Analysis - Melt A.CH1 (Page 1) ] (=09

»
Bank On Bank Off
MNamed On | AIOn | Al DI
Edt Samples...

Peak Calling
[v Flip sign of dF /dT

Theeshold: =]
Thengd: | =

|| Peak Bin
(X]

FRotor-Gene [ Senes Softwaie 4.7 [Buld 1) WIRTUAL ME.IBE\ Curent User: CORIT198/Ansongy (RG Analyst]

6. By logging in as an administrator again, “"RG Operator” rights can be assigned to
“linsongy” and the software can be launched again. This time, the “Analysis” menu
and “Reports” button are missing, and the “Run” menu is enabled.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

538



7. The status bar indicates that the user “linsongy” belongs to the “RG Operator”
group.

I Rotor-Gene Q Series Software VIRTUAL MODE - melt analysis demo
File Run Gain View ‘Window Help

VAR )lllg view & 9 ¥ &

Mew Open Save Settings Progress Profile  Temp.

P Temperature

CEX

il

i

LA

“ Current User: CORIT198/linzongy (RG Operator] |

AN AN

Rotor Gene O Seriss Soltviase 4.7 Buid 1) | VIRTUAL MODE ® Cunent User: CORIT198/inzongy (RG Operatai N y

8. If you login as administrator and remove all groups from the user “linsongy”, the
following message will appear when “linsongy” opens the software.

Rotor-Gene Q) Series Software

‘fou have insufficent rights to use the software, Please contact the domain administrator to set up groups,

8.1.3 Running multiple users on the same computer

To use the Rotor-Gene Q software with multiple users, all users need to have access rights
to the Rotor-Gene Q software. The current user first has to log out of Windows. A different
user can then log into Windows with their own account and access the Rotor-Gene Q
software.

Should it be unfeasible for each user to log out of Windows repeatedly, a “lab user”
Windows account can be created by the IT department. The “lab user” will be logged
intfo Windows all the time and each Rotor-Gene Q user can log into the Rotor-Gene Q
software with their own credentials. However, the “lab user” Windows account should
have no access rights to the Rotor-Gene Q software so no one can accidentally log into
the Rotor-Gene Q software with the “lab user” Windows account
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To set up multiple users:

1. Using the “Rotor-Gene Q Software Login” icon, users can open their user accountin
the Rotor-Gene Q software.

£ig

&

Rotor-Gene Q
Software
Login

2. Enter the username and password in the box that appears.

£+ Run Rotor-Gene As Other User

i

Dornain ; |HIL-ZIMMERE-L2
IJzemame : ||insnng_l,l Cancel
Password ; ]

3. The domain is either the computer you are logging into or the name of your local
network. Consult your network administrator if unsure which domain to enter in this
field.

Note: After logging in, all of the user files will be available for that user. Each user
can save files in their own area. This ensures a high level of security.

Note: Each user should log out after their run has completed to prevent other users
from performing a run in their name.
8.2 Configuration for Windows 7 security

This section describes how to set up the system to run Rotor-Gene Q software securely.

To use the security features, the software must be installed with the Force authentication
through Windows domain opfion. This queries the Windows domain for your access level
and credentials and is essential for providing the accountability and security features.
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2 Maintenance Procedures

Maintaining the working performance of the Rotor-Gene Q MDx is easy. Optical
performance is maintained by ensuring that the lenses, located at both the emission and
detection source, are clean. This is achieved by gently wiping a cofton tip applicator,
moistened with ethanol or isopropanol,* over the lenses.

Note: Clean the lenses at least once a month, depending on usage. Wipe the rotor
chamber at the same time.

Keep the work bench area clean and free from dust and sheets of paper. The airinlet of
the Rotor-Gene Q MDx is at the bottom and loose material such as paper or dust may
compromise performance.

To avoid dust build up, keep the lid of the Rotor-Gene Q MDx closed when the instrument
is not in use.

If the rotor chamber becomes contaminated, it can be cleaned by wiping the surfaces
with a lint-free cloth dampened (but not dripping) with a 0.1% (v/v) bleach solution.*
Wipe the chamber with a lint-free cloth dampened with PCR-grade water to remove
fraces of bleach.

* When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For
more information, consult the appropriate Safety Data Sheets (SDSs), available from the product supplier.
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10 Optical Temperature Verification

Optical Temperature Verification (OTV) is a method that verifies the in-tube temperature
in a Rotor-Gene Q MDx. While it is not required for the Rotor-Gene Q MDx, calibration of
in-fube temperature can be a laboratory requirement. The OTV method provides a
means for users to comply with this requirement, including if there are site specific
calibration intervals. OTV is performed using a Rotor-Disc® OTV Kit (see Appendix B).

A shortintroduction to the OTV principle is given here. Performance of the OTV procedure
is explained in the Rotor-Gene Q software. For a more detailed description of the OTV
procedure, including a froubleshooting guide, please refer to the Rofor-Disc OTV
Handbook.

Note: Rotor-Gene AssayManager software is not used for the OTV procedure.

10.1 OTV principle

OTV uses the optical properties of 3 thermochromatic liquid crystals (TLC)* as absolute
temperature references. When heated, TLCs change from opaque to fransparent at very
precise temperatures (50°C, 75 °C, and 90 °C). TLCs do not themselves fluoresce.
Therefore, it is necessary to cover the excitation source with a fluorescent insert so that
the TLC transition points can be detected by the Rotor-Gene Q MDx optical system. TLCs
that are below their fransition femperature are opaque and reflect light. Some of the
reflected light scatters towards the detector, increasing fluorescence. When the in-tube
temperature reaches the TLC transition point, the TLC becomes transparent, and light
passes through the sample rather than being reflected toward the detector, resulting in
a decrease in fluorescence. The change in fluorescence is used to determine the precise
transition temperature of each TLC. The transition temperature is compared with the
temperature reported by the factory calibration file for the OTV Rotor-Disc to verify
whether the Rotor-Gene Q MDx is within temperature specification.

* When working with chemicals, always wear a suitable lab coat, disposable gloves, and protective goggles. For
more information, consult the appropriate Safety Data Sheets (SDSs), available from the product supplier.
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10.2 Rotor-Disc OTV Kit components

The following components are required to run an OTV:

® A Rotor-Disc OTV Kit, which includes:

® Sealed Rotor-Disc 72 OTV Rotor (contains TLCs)

® Fluorescent scatter plate insert (this insert is white for the Rotor-Gene Q MDx
instfruments)

e A CD that contains the following files: OTV file with serial number (*.otv); OTV test
template file (*.ret); OTV handbook (*.pdf); Certificate of Conformity (*.pdf); OTV
Reference run (*.rex)

® Product Sheet

e Rotor-Disc 72 Rotor

® Rotor-Disc 72 Locking Ring

10.3 Running an OTV

1. Place the fluorescent insert over the emission lens in the bottom of the Rotor-Gene Q
MDx chamber.

2. Place the OTV Rotor-Disc into a Rotor-Disc 72 Rotor. Secure using a Rotor-Disc 72
Locking Ring. Place the assembly info the Rotor-Gene Q MDx and click info place.
Close the Rotor-Gene Q MDx lid.
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3. Access the Advanced wizard in Rotor-Gene Q software by selecting the Advanced
tab in the New Run window. In the Advanced wizard, click on Instrument

Maintenance and then OTV.

Note: Rotor-Gene AssayManager software is not used for running an OTV.

-New Run

Gluick Start Advanced |

% Empty Fun

(1]
-]

Twio Step
_."_J HReM™

i J Other Runs

o
% Three Step with Melk

Imports the cvcling
and acquisition and
sample definitions
From the last run open
in the software,

—

@ Instrument Maintenance

i J MY Templates

I
I

Y J KRAS Templates

J EBY Templates

-.I—J EGFR Templates

Mew |
Cancel |
LI Help |

[ Show This Screen When Softwars Opens

The wizard prompts for the OTV serial number. This number can be read from the
label on the OTV Rotor-Disc or can be imported from the CD by clicking on Browse

and choosing the .otv file provided on the CD. Once the number is entered, click
Start.

cal Temperature Verification Rotor

[~ Fluorescent insert
placed comectly

a® Thiz template allows you to perform in-tube temperature verification with the QIAGEM
: OTY Rotor. For more information, see our website available from the Help menu.

Fotor Details :

Please enter the serial number of the rotor you are using :

0TY-C172-31F4-2D0-384-306-3830

Temperatures . 50-72-90
E=piry Date : tar 2006
Walidity Check :  Valid

Start | Exit |

The Rotor-Gene Q software then prompts for a flename for the run. Then the run

begins.
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6. The run performs a series of melts that determine the thermal characteristics of the
Rotor-Gene Q MDx.

I oT¥ Temperature Yerification Results |

— Surmmary :

Werfization Result:  Adjustment Recommended

— Details -

Lawer Paoint . No Adjustment Required
Middle Point : No Adjustment Required

Upper Paint . Adjustment Required

Apply Adjugtment. . |

Claze |

7. When the run s finished, the Rotor-Gene Q software indicates whether the Rotor-

Gene Q MDx is within specification.

8. If adjustment is required, the user must click Apply Adjustment. This prompfts the user
to perform a verification run. After the verification run is complete, no adjustment
should be required. If further adjustment is required, contact your distributor or
QIAGEN Technical Service.

9. When the Rotor-Gene Q MDx is within specification, a report of the run can be
reviewed and printed.
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11 Troubleshooting

11.1 Log Archives

The Rotor-Gene Q software keeps an unmodified record of each run, along with
diagnostic information, inits Log Archive repository. By using the Help, Send Support Email
option, you can send an e-mail along with all the necessary diagnostic information to
QIAGEN Technical Service (see Section 6.5.1).

To save disk space, only Log Archives of the 60 most recent runs are stored. Older run Log
Archives will be overwritten as new run log archives are created.

11.2 General instrument errors

Note: This section provides information about general instruments errors when using
Rotor-Gene Q software. When using Rotor-Gene AssayManager, see also the Rotor-Gene
AssayManager Core Application User Manual (US) IVD in Part Il of Volume 2 of the
QIAsymphony RGQ MDx (US) User Manual.

Error message Comments and suggestions
Can’t open the serial This error occurs on Rotor-Gene Q software
port<COMPORT> startup if the soffware cannot communicate with

the instrument via the configured COM port. This
is commonly caused by faulty cables, loose
cables, faulty serial ports, faulty USB ports, a USB
driver problem, or a USB-to-serial converter driver
problem.

Reconnect orreplace the cable. Reinstall the
appropriate drivers. Start the Rotor-Gene Q
software in Virtual Mode and select Setup/Auto-
Detect button from the File menu to reset the
configured COM port.

Chamber Lid Open This error occurs when the Rotor-Gene Q

Could not continue run: the soffware has detected the lid is open in the

chamber lid was opened middle of arun.
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Error message

Comments and suggestions

during a run. Please reset the
machine, and restart the
software.

Chamber Lid Open

The instrument chamber lid is
open. Please close the lid
and then click Continue.

Communication Corrupted

Communication Out
Sequence

Instrument has received data
from the machine that is out
of sequence.

Communication Protocol
Error

A communication protocol
error occurred with this run.

Reset the machine and restart the Rotor-Gene Q
software.

This error occurs when the user tries to start a run
while the instrument lid is open.

Close the lid of the instrument chamber and then
click Continve.

This error occurs when the data received from
the instrument does not conform to the
expected pattern.

Further investigations are required by a QIAGEN
Field Service Specialist to diagnose the problem
with the instrument.

Please contact your distributor or QIAGEN
Technical Service.

This error occurs when the data received from
the instrument are not in the correct order.

Further investigations are required by a QIAGEN
Field Service Specialist to diagnose the problem
with the instrument.

Please contact your distributor or QIAGEN
Technical Service.

This error occurs when the communication
protocol configured in the firmware is not the
same as the expected protocol.

Further investigations are required by a QIAGEN
Field Service Specialist to diagnose the problem
with the communication protocol or the
instrument.
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Error message

Comments and suggestions

Detector motor jam, stopped
machine

Fatal Hardware Malfunction

The instrument detected that
there was a fatal hardware
malfunction. Do not attempt
to re-use the machine until
the machine has been
serviced by your distributor.

Machine Error

This run was stopped as
machine errors occurred that

could not be recovered from.

Please contact your
distributor if this occurs again,
attaching a support archive
file.

This error can occur when the Rotor-Gene Q MDx
is started immediately after delivery in cold
climates.

In this case, allow the instrument to acclimatize to
room temperature for at least an hour before
turning the instrument on.

If the error persists, please contact your distributor
or QIAGEN Technical Service.

This error occurs when the Rotor-Gene Q
software has detected a fatal hardware
malfunction and has activated a safe-protection
procedure to turn off the machine.

Turn off the instrument immediately and contact
your distributor or QIAGEN Technical Service.

This error occurs when the Rotor-Gene Q
software has detected errors on the machine
that could not be recovered from. The software
has stopped the run.

Try another run. If the problem persists, contact
your distributor or QIAGEN Technical Service and
aftach a support archive file.
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Error message

Comments and suggestions

Machine Unplugged

The instrument is not
responding and failed with
the message <ERROR
MESSAGE >. This is an
unrecoverable failure, please
reset the insfrument and
restart the software.

Machine Unplugged

The instrument is not
connected to your computer
on <PORT NAME>. Reconnect
the serial cable to the back
of the computer and then
click Continue.

Object variable or with block
variable not set

This error occurs if the instrument does not
communicate with the Rotor-Gene Q software
after a defined timeout inferval. It is often caused
by an instrument fault or by excessive activity
from the PC, which causes a packet to be lost.

Common Rotor-Gene Q software-related causes
include processor-intensive tasks, such as antivirus
resident protection or antivirus scheduled scans,
wireless cards, or infrared cards.

Disable or uninstall the relevant processor-

intensive software/task.

Reset the instrument and restart the Rotor-Gene
Q software.

Please contact your distributor or QIAGEN
Technical Service if the problem persists.

This error occurs when the serial or USB

communication to the instrument is lost.

Reconnect the serial or USB cable to the back of
the computer and then click the Continue
button.

This error occurs on Rotor-Gene Q software
startup if the default experiment template file has
become corrupt. This may happen if the Rotor-
Gene Q software/computer is shut down without
exiting correctly, for example, during a power
outage.

Delete the file C:\Program Files\Rotor-Gene Q
Software \Templates\ normal.ret and then restart
the software.
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Error message

Comments and suggestions

Rotor Speed Failure

Time out while setting the
rofor speed.

Serial Port In Use

The serial port is currently
being used by another
application. Close any
applications such as
communications or
synchronization software and
then retry.

Shutdown timeout

The instrument has exceeded
the expected time to
shutdown. Please reset the
machine, and reset the
software.

Temperature Protection
Activated

The instrument detected that
the chamber temperature

increased above a safe level.

It has therefore entered a
self-protection mode. Please

This error occurs when the Rotor-Gene Q
software has attempted to set the rotor speed
and failed fo set the farget speed within a time-
out period.

Further investigations are required by a QIAGEN
Field Service Specialist to diagnose the problem
with the instrument.

Please contact your distributor or QIAGEN
Technical Service.

This error occurs when the Rotor-Gene Q
software tries to connect to the machine on the
configured COM port when the port is being
used by another software.

Close any applications such as communications
or synchronization software and then retry.

This error occurs when the Rotor-Gene Q
software has issued shutdown command fo shut
down the instrument and the machine keeps
sending data back after an expected grace
period of time.

Reset the machine and restart the Rotor-Gene Q
software.

This error occurs when the Rotor-Gene Q
software has detected the chamber
temperature has increased to above a safe level
and hence activated a safe-protection
procedure.

Turn off the instfrument immediately and contact
your distributor or QIAGEN Technical Service.
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Error message

Comments and suggestions

turn off the insfrument and
contact your distributor if the
problem persists.

Thermistor Is Open

The instrument detected that
the thermistor is open, and so
to prevent damage to the
machine, it has been turned
off. Please contact your
distributor if this occurs again.

Unrecoverable errors
occurred

This run was stopped as
machine errors occurred that

could not be recovered from.

Please contact your
distributor if this occurs again,
aftaching a support archive
file.

This error occurs when the Rotor-Gene Q
software has detected that the thermistor is open
and therefore cannot read the temperature; the
software has then activated a safe-protection
procedure to turn off the machine.

Turn off the instrument immediately and contact
your distributor or QIAGEN Technical Service.

This error occurs in the middle of the run after the
Rotor-Gene Q software has made all possible
attempts to recover and failed.

Further investigations are required by a QIAGEN
Field Service Specialist to diagnose the problem
with the instrument.

Please contact your distributor or QIAGEN
Technical Service.

11.3 Rotor-Gene AssayManager troubleshooting

For Rotor-Gene AssayManager software, see the Rotor-Gene AssayManager Core
Application User Manual (US) IVD in Part Il of Volume 2 of the QIAsymphony RGQ MDx

(US) User Manual.
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12 Glossary

Term

Description

Acquisition

Channel

Gain

Gain
Optimisation

Loading Block

Locking Ring

Rotor

Acquisition is the collection of fluorescent data. Each
acquisition (set of fluorescent data) from a channel is
displayed in the software as unanalyzed data in a "Raw
channel” window. This data can be analyzed using the
optionsin the “Analysis” menu.

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.

The Rotor-Gene Q MDx uses a photomultiplier to collect

fluorescence photons and convert them to electronic signals.

The gainis a setting that determines the sensitivity of the
photomultiplier. If the gain is set too high, the signal is
oversaturated. If the gain is sef too low, it is not possible to
differentiate signal from background noise.

Gain Optimisation is a process that dynamically adjusts the
gain setting, allowing an appropriate setting to be selected
which results in optimal signal detection.

Loading Blocks are aluminum blocks available in different
formats which are used to hold tubes during reaction setup.

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 MDx. Loose caps and tubes could cause
damage to the instrument.

The metal rotor holds tubes in the Rotor-Gene Q MDx. It
enables samples fo spin in the insfrument chamber and
ensures that samples are correctly aligned with the opfical
system. The rotor is secured with a Locking Ring.
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Appendix A

Technical data

QIAGEN reserves the right to change specifications at any fime.

Operating conditions

thermal load

Power 100-240 V AC, 50-60Hz, 520 VA (peak)
Power consumption < 60 VA (standby)
Mains supply voltage fluctuations are not to exceed 10% of
the nominal supply voltages.

Fuse F5A 250 V fuse

Heat dissipation/ Average: 0.183 kW (632 BTU/hour)

Peak: 0.458 kW (1578 BTU/hour)

Overvoltage
category

Air temperature

18 to 30°C (64 to 86°F)

Relative humidity

10-75% (noncondensing)

Altitude Up to 2000 m (6500 ft.)
Place of For indoor use only
operation

Pollution level

2

Environmental
class

3K2 (IEC 60721-3-3)
3M2 (IEC 60721-3-3)

Transportation conditions

Air temperature

—25°C to 60°C (-13°F to 140°F) in manufacturer's package

Relative humidity

Max. 75% (noncondensing)

Environmental
class

2K2 (IEC 60721-3-2)
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Storage conditions

Air temperature

15°C to 30°C (59°F to 86°F) in manufacturer’'s package

Relative humidity

Max. 75% (noncondensing)

Environmental
class

1K2 (IEC 60721-3-1)

Mechanical data and hardware features

Dimensions Width: 370 mm (14.6in.)
Height: 286 mm (11.3in.)
Depth (without cables): 420 mm (16.51in.)
Depth (door open): 538 mm (21.2in.)
Weight 12.5 kg (27.6 Ib.) standard configuration
Capacity Up fo 72 samples per run using a 72-Well Rotor
Software Rotor-Gene Q software, version 2.3.4 or higher, supplied on

the installation CD provided, and Rotor-Gene AssayManager
version 1.0.x (where x 25), supplied on the installation DVD
provided

Thermal specifications

Temperature 35°C to 99°C (95°F to 210.2°F)

range

Temperature +0.5°C

accuracy

Temperature 10.02°C (smallest programmable increment)
resolution

Temperature 10.02°C (standard deviation)

uniformity
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Optical specifications

Excitation sources

High energy light-emitting diodes

Detector

Photomultiplier

Acquisition time

4 seconds
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FCC Declaration

The "United States Federal Communications Commission” (USFCC) (in 47 CRF 15. 105)
declared that the users of this product must be informed of the following facts and
circumstances.

“This device complies with part 15 of the FCC:

Operation is subject to the following two conditions: (1) This device may not cause
harmful interference, and (2) this device must accept any interference received,
including interference that may cause undesired operation.”

“This Class B digital apparatus complies with Canadian ICES-0003.”

The following statement applies to the products covered in this manual, unless otherwise
specified herein. The statement for other products will appear in the accompanying
documentation.

Note: This equipment has been tested and found to comply with the limits for a Class B
digital device, pursuant to Part 15 of the FCC Rules and meets all requirements of the
Canadian

Interference-Causing Equipment Standard ICES-003 for digital apparatus. These limits are
designed to provide reasonable protection against harmful interference in a residential
installation. This equipment generates, uses, and can radiate radio frequency energy
and, if not installed and used in accordance with the instructions, may cause harmful
interference to radio communications. However, there is no guarantee that the
interference will not occurin a particular installation. If this equipment does cause harmful
interference to radio or felevision reception, which can be determined by furning the
equipment off and on, the user is encouraged to try to correct the interference by one
or more of the following measures:

e Reorient or relocate the receiving antenna
® Increase the separation between the equipment and receiver
e Connect the equipment into an outlet on a circuit different from that to which the

receiver is connected

Consult the dealer or an experienced radio/T.V. technician for help.
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QIAGEN GmbH Germany is not responsible for any radio television interference caused
by unauthorized modifications of this equipment or the substitution or attachment of
connection cables and equipment other than those specified by QIAGEN GmbH,
Germany. The correction of interference caused by such unauthorized modification,
substitution or attachment will be the responsibility of the user.
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Waste Electrical and Electronic Equipment (WEEE)

This sectfion provides information about disposal of waste electrical and electronic
equipment by users

The crossed-out wheeled bin symbol (see below) indicates that this product must not be
disposed of with other waste; it must be taken to an approved freatment facility or to a
designated collection point for recycling, according to local laws and regulations.

In the European Union, the European Directive 2002/96/EC on WEEE requires proper
disposal of electrical and electronic equipment when it reaches its end of life.

The separate collection and recycling of waste electronic equipment at the time of
disposal helps to conserve natural resources and ensures that the product is recycled in
a manner that protects human health and the environment.

Recycling can be provided by QIAGEN upon request at additional cost. In the European
Union, in accordance with the specific WEEE recycling requirements, and where a
replacement product is being supplied by QIAGEN, free recycling of its WEEE-marked
electronic equipment is provided.

Torecycle electronic equipment, contact your local QIAGEN sales office for the required
return form. Once the form is submitted, you will be contacted by QIAGEN either to
request follow-up information for scheduling collection of the electronic waste or to
provide you with an individual quote.
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Appendix B

Rotor-Gene Q MDx instrument and accessories

Product Contents Cat. no.
Rotor-Gene Q MDx (US) Real-time PCR cycler with 6 channels*, 9002035
Platform laptop computer, software, accessories,
1-year warranty on parts and labor
* Red and HRM Channels are not intended
for use with FDA cleared or approved nucleic
acid tests.
Accessories
Strip Tubes and Caps, 0.1 ml 250 strips of 4 tubes and caps for 1000 981103
(250) reactions
Strip Tubes and Caps, 0.1 ml 10 x 250 strips of 4 tubes and caps for 981106
(2500) 10,000 reactions
72-Well Rotor For holding Strip Tubes and Caps, 0.1 ml; 9018903
requires Locking Ring 72-Well Rotor
Locking Ring 72-Well Rotor For locking Strip Tubes and Caps, 0.1 ml, 9018904
in the 72-Well Rotor
Loading Block 72 x 0.1 ml Tubes  Aluminum block for manual reaction 9018901
setup with a single-channel pipetin 72 x
0.1 ml tubes
Rotor-Disc OTV Kit Kit for optical temperature verification 981400
of Rotor-Gene systems, includes a Rotor-
Disc preloaded with thermochromatic
liquid crystals, fluorescent inserts, CD
with calibration files; requires Rotor-Disc
72 Rotor and Locking Ring or Rotor-Disc
72 Starter Kit
Rotor Holder Metal free-standing holder for 9018908

assembling tubes and Rotor-Discs into
rotors

For up-to-date licensing information and product-specific disclaimers, see the respective
QIAGEN kit handbook or user manual. QIAGEN kit handbooks and user manuals are
available at www.qgiagen.com or can be requested from QIAGEN Technical Services or

your local distributor.
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Appendix C

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.
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Index

Accessories, 426
Actions, 385
Assay racks
assigning, 279
assigning assay rack IDs, 280
defining, 278
Assay run
removing assays, 286
status, 135, 151
Assay Setup menu, 150
Auto-detect, 508, 527
Automatic File Transfer tool, 375, 390
Bar code camera, 226
Bar codes
entering reagent kit bar codes, 282
specifications, 428
Cautions, 18, 476
Checksum Validation tool, 375, 386, 416
Configuration, 399
configuring the QlAsymphony SP/AS
instruments, 40
software configuration, 47
Configuring the sample type, 261
Connection, 409
Cooling temperatures, 285
CSV Conversion tool, 375, 388, 417
Drawer buttons, 65
Error messages and warnings, 297
Errors, 420
External features of the QlAsymphony
AS, 263
FCC Declaration, 556
Features, 373
File information, 384
File menu, 374
File Transfer tool, 375, 377
File type selection box, 379
Files, 412, 413, 414, 415
instrument report, 220
loading information, 209
log, 220
management, 412
QlAsymphony AS result, 201
QlAsymphony SP result, 195
rack, 219
uploading, 412
work list, 215

Filter-tips
loading, 283
Fumes
toxic, 481
Getting started, 397
Glossary, 358
Handling files, 175
deleting, 192
synchronization, 188
using a USB stick, 180
Help
About This Software..., 528
Software Version History..., 528
Table of Contfents, 528
Virtual Demo, 528
Web Resources, 528
Help menu, 374
IC Calculator tool, 375, 394
Information bar, 376
Installation, 368, 492
assay package, 510
grounding requirements, 493
hardware, 505
PC requirements, 494
power requirements, 493
site requirements, 32, 492
software, 506
Integrated Run tab, 134
Intended use, 487
Inventory scan, 257, 259
"Reagents and Consumables”
drawer, 257
"Waste" drawer, 259
Launching, 372
Loading, 276
filter-tips, 283
reagents, 281
Loading block, 522
Loading information
viewing, 281
Loading internal controls, 253
Loading the "Eluate" drawer, 235
Loading the "Reagents and
Consumables" drawer, 241
Loading the "Sample" drawer, 249
Loading the "Waste" drawer, 229
Local Site, 383
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Log archives, 546
Logging in, 409
Logging out, 36
Lysis stafion, 224
Maintenance, 541
cleaning agents, 328
daily, 331
O-ring, 339
regular, 329
fip disposal bag, 232
UV decontamination, 337
weekly, 335
Mechanical data and hardware
features, 342
Menu
analysis, 526
file, 527
Help, 528
Menu bar, 373
Mouse, 367
Operating conditions, 20, 341
Operation
condifions, 553
hardware, 521
software, 526, 532
Optical system, 490
Optical temperature verification, 542
Options dialog box, 399
Outlook, 531
Parameter View tab, 157
Pausing, resuming and stopping an
integrated run, 291
Port, 508, 527
Process files, 419
Protocol, 60
QIAGEN File Transfer Service, 416, 421
QIAsymphony AS
external features, 263
principle, 262
QIAsymphony operating software, 132
colors, 66
command bar, 67
Consumables/8-Rod
Covers/Tubes/Filter-Tips/Reagent
Cartridges screen, 70
drawer buttons, 65
Eluate Drawer/Elution Slot/Configure
Rack X screen, 93
Eluate Drawer/Elution Slot/Scan
Drawer screen, 95
File Transfer menu, 105
general screen elements, 61
Instrument Report menu, 112

Keyboard screen, 69
Labware Browser menu, 122
main menu screen, 74
Maintenance menu, 96, 166
Maintenance screen, 96, 167
messages, 63
Rack Browser menu, 120
Sample Preparation menu, 78
Sample Preparation tab -- Sample
Preparation/Overview screen, 80,
150
Sample Preparation tab -- Sample
View screen, 85
Sample Preparation/Elution Slot
screen, 87
Sample Preparation/Elution
Slot/Configure Racks screen, 73
schematic plates, 68
Service menu, 102
status bar, 64
Waste screen, 73
QlIAsymphony SP
principle, 222
Quick start wizard, 526
Rack, 417
Reaction setup, 522
Reagents
loading, 281
Remote Site, 383
Removing assays, 286
Requirements, 368
Result file
deleting, 200
Rotor
specifications, 521
types, 521
Rotor-Disc OTV Kit, 543
Run
pausing, 291
resuming, 292
stopping, 293
Safety
biological, 21, 480
chemicals, 22, 481
electrical, 19, 478
environment, 20
heat hazard, 23, 483
maintenance, 23, 483
mechanical hazards, 22, 481
proper use, 18, 476
symbols, 26
foxic fumes, 481
waste disposal, 481
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Sample batch status, 81, 135, 151
Sample drawer
unloading sample tubes, 253
Sample tubes, 249
Sample View tab, 156
Samples
sample state, 209
sample status, 200
Security
configuration Windows 7, 534, 540
Serial number, 508
Servicing, 329
Setup window, 527
Single sign on, 410
Software, 132
Assay Setup menu, 150
Labware Browser menu, 171
Loading Information screen, 159
Maintenance AS menu, 166
Parameter View tab, 157
Rack Browser menu, 173
Sample View tab, 156
Service AS menu, 168
status bar, 132
system tools, 517
Temperature Status screen, 165
updates, 519, 520
version, 509
virus scanners, 511
Specifications
hardware, 554
optical, 555
thermal, 554
Status bar, 132
Storage, 554
Storage conditions, 342
Support, 528
Switching off, 37

CSV Conversion, 405
File Transfer, 400
General, 400
Technical assistance, 487
Thermal performance, 489
Tip disposal bag, 232
Tool list, 375
Tools menu, 374
Transportation, 553
Transportation conditions, 341, 462
Troubleshooting, 297, 420, 546
"Eluate" drawer, 312
"Reagents and Consumables”
drawer, 315
"Sample" drawer, 314
"Waste" drawer, 314
error codes, 303
error messages, warnings, 297
errors starting arun, 315
general errors, 303
general operation, 316
integrated run errors, 322
log archives, 546
protocol errors, 316
protocol interruption, 317
Rotor-Gene Q, 546
Uninstalling, 371
Unpacking, 504
User
assigning roles Windows XP, 536
creating a new user account, 534
multiple accounts, 539
Users
activating user accounts, 52
create new users, 50
Ventilation, 20
View loading information, 281
Virtual mode, 509, 527

Symbols, 484 Warnings, 18, 476
Tabs Waste disposal, 423, 481
Auto Transfer, 406 WEEE, 558
Checksum Validator, 404
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1 Safety Information

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

The Rotor-Gene AssayManager user manual does not provide detailed information
about the Rotor-Gene Q MDx instrument hardware and maintenance but provides a
summary below. The Rotor-Gene AssayManager manual only describes the functionality
of the Rotor-Gene AssayManager software version 1.0.x (x 25) in combination with Rotfor-
Gene Q MDx instfruments.

Safety information for the Rotor-Gene Q MDx cycler

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

WARNING The term WARNING is used to inform you about situations that could
result in personal injury to you or other persons.
& Details about these circumstances are given in a box like this one.
CAUTION The term CAUTION is used to inform you about situations that could

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

The advice given in this manual is infended to supplement, not supersede, the normal
safety requirements prevailing in the user’s country.
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Proper use

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

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

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

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

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

f damage to the instrument, take care when lifting.

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

A

CAUTION Damage to the instrument

Avoid spilling water or chemicals onto the Rotor-Gene Q MDXx.
Damage caused by water or chemical spillage will void your
warranty.

Note: In case of emergency, switch off the Rotor-Gene Q MDx at the power switch atf the
back of the instrument and unplug the power cord from the power outlet.
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WARNING/ Risk of personal injury and material damage
CAUTION Do not try to open the lid during an experiment, or while the Rotor-
Gene Q MDx is spinning. Otherwise, if you overcome the lid lock and
A 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/ Risk of personal injury and material damage

CAUTION 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/ Risk of personal injury and material damage

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

WARNING/ Risk of personal injury and material damage

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

>

CAUTION Damage to the instrument

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

>

If you touch the Rofor-Gene Q MDx during an experiment, while you are charged with
static electricity, in severe cases the Rotor-Gene Q MDx may reset.
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Electrical safety
Disconnect the line power cord from the power outlet before servicing.

WARNING Electrical hazard

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

conductor terminal is likely to make the insfrument dangerous.
Intentional interruption is prohibited.

Lethal voltages inside the instruments

When the instruments are connected to line power, terminals may
be live. Opening covers or removing parts is likely fo expose live
parts.

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

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

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

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

e |[f liquid has spilled inside the instrument, switch off the instrument, disconnect it from
the power outlet, and contact QIAGEN Technical Services.

If the instrument becomes electrically unsafe, prevent other personnel from operating it,
and confact QIAGEN Technical Services; the insfrument may be electrically unsafe
when:

e |t or the line power cord appears to be damaged.

e |f has been stored under unfavorable conditions for a prolonged period.

e |f has been subjected to severe transport stresses.

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

Operating conditions

WARNING Explosive atmosphere

The Rofor-Gene Q MDx is not designed for use in an explosive
atmosphere.

WARNING Risk of explosion

The Rotor-Gene Q MDx is intended for use with reagents and
substances supplied with QIAGEN kits. Use of other reagents and

substances may lead to fire or explosion.

CAUTION Damage to the instrument

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

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

Biological safety

Specimens and reagents containing materials from biological sources should be treated
as potfentially infectious. Use safe laboratory procedures as outlined in publications such
as Biosafety in Microbiological and Biomedical Laboratories, HHS
(www.cdc.gov/od/ohs/biosfty/biosfty.htm).

Samples

Samples may contain infectious agents. You should be aware of the health hazard
presented by such agents and should use, store, and dispose of such samples according
to the required safety regulations.
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WARNING

Chemicals

WARNING

A

WARNING

A

Samples containing infectious agents

Some samples used with this instrument may contain infectious
agents. Handle such samples with the greatest of care and in
accordance with the required safety regulations. Always wear safety
glasses, 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 o
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.

Hazardous chemicals

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

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

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

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

Risk of fire

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

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

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

 ACGIH: American Conference of Government Industrial Hygienists (United States of America).
* COSHH: Control of Substances Hazardous to Health (United Kingdom).

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

“ ACGIH: American Conference of Government Industrial Hygienists (United States of America).
t COSHH: Control of Substances Hazardous to Health (United Kingdom).
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Toxic fumes

If working with volatile solvents or toxic substances, you must provide an efficient
laboratory ventilation system to remove vapors that may be produced.

Waste disposal

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

For disposal of waste electrical and electronic equipment (WEEE), see page 827.

Mechanical hazards

The lid of the Rotor-Gene Q MDx must remain closed during operation of the insfrument.

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

>

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

>

Damage to the instrument

Make sure that the rotor and locking ring are installed correctly. If the
rotor or locking ring show signs of mechanical damage or corrosion,
do not use the Rotor-Gene Q MDx; contact QIAGEN Technical
Services.

0O
‘:>
c
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CAUTION Damage to the instrument

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

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

>

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

A

WARNING

A

WARNING

A

Heat hazard

WARNING

A\

WARNING

A

Damage to the instrument

When the Rotor-Gene Q MDx is started immediately affer delivery in
cold climates, mechanical parts can block. Allow the instrument to

acclimatize to room temperature for at least an hour before turning
the instrument on.

Moving parts

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

Risk of overheating

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

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

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

Hot surface

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

Thank you for choosing Rotor-Gene AssayManager version 1.0. We are confident it will
become an integral part of your laboratory.

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

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

2.1 About this user manual

This user manual provides information about Rotor-Gene AssayManager in the following
sections:

Safety Information

Infroduction

General Description of Rotor-Gene AssayManager
Geftting Started

Basic Concepts and General Software Usage
Using Rotor-Gene AssayManager

Maintenance

Troubleshooting

¥ ® N o 0~ LD

Abbreviations

o

Glossary

The appendices contain the following:

® Abbreviations and File Endings

e Lliability Clause
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e License Terms

Note: The screenshots show examples of how to use the Rotor-Gene AssayManager
software. Some of the names used in this manual are only examples and may look
different in the lab of the end user. This particularly applies to the use of cycler names.
Note: In this manual, the cycler names “Cycler 1", “Cycler 2", “Cycler 3", and “Cycler 4"
are used. Further information about how to configure cycles can be found under in
Section *Managing cyclers” and Section "Cycler Management tab”.

2.2  General information

Policy statement

It is the policy of QIAGEN to improve products as new techniques and components
become available. QIAGEN reserves the right to change specifications at any time.

In an effort to produce useful and appropriate documentation, we appreciate your
comments on this user manual. Please contact QIAGEN Technical Services.

Version management

This document provides information about Rotor-Gene AssayManager version 1.0.x (x 25).
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3  General Description of Rotor-Gene
AssayManager

Product configuration

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

The software consists of a core application, modular plug-ins, and assay profiles. While
the core application contains the main functionalities (e.g.. cycler control,
configurations), it can be extended with multiple plug-ins containing specific
functionalities. For each specific diagnostic application, a specific assay profile is
required, which contains assay specific information (e.g., parameter values). The specific
combination of core application, plug-in, and assay profile determines a specific routine
testing application. (See Section 5.7 “Plug-in concept” for more information.)

Rotor-Gene AssayManager allows control and operation of the Rotor-Gene Q MDx
instrument and contains algorithms for analysis of data generated with the Rotor-Gene
Q MDx. Rotor-Gene AssayManager supports the user in importing sample specific
information and in performing all aspects of the experiment result analysis procedure. The
result analysis is started and processed fully automatically after finishing an experiment,
and appropriate result reports can be generated.

Rotor-Gene AssayManager 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 includes these 3 main functionalities:

1) Cycler control

Rotor-Gene AssayManager confrols the Rotor-Gene Q MDx 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 MDx cyclers in parallel. Rotor-Gene AssayManager can also be used for
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experiment result release and reporting only. In this case the software can be installed on
a computer not necessarily connected to a Rotor-Gene Q MDx cycler.
2) Data analysis

Rotor-Gene AssayManager analyzes the real-time PCR raw dafta 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 imports sample-specific information from QlAsymphony® or
via a LIMS. Data from the PCR experiment are then used for analysis. After analysis the
system is able to export data.

Modes of operation

Rotor-Gene AssayManager offers the Closed Mode of operation for IVD applications.

Closed Mode
The Closed Mode is used for assays that have been created and validated by QIAGEN.

These assays can only be modified by QIAGEN.

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

The analysis in Closed Mode includes core analysis, assay and sample analysis, and,
depending on plug-in, also a fully automatic data scan (AUDAS).

To run and analyze an assay in Closed Mode a corresponding closed mode plug-in is
required.
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Requirements for Rotor-Gene AssayManager 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 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 and

physicians, frained in
molecular biology
techniques and the
functionalities of the
Rotor-Gene Q MDx

Maintenance Laboratory technicians or Professional users such as
equivalent, IT personnel fechnicians and
physicians, trained in
molecular biology
techniques and the
functionalities of the
Rotor-Gene Q MDx

Service QIAGEN Field Service Regularly frained, certified,
Specialists only and authorized by
QIAGEN

Training for Rotor-Gene AssayManager software users

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

This sectfion of the user manual describes the system requirements for Rotor-Gene
AssayManager version 1.0x (x 25) and how to install and configure Rotor-Gene
AssayManager before the software can be used.

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.

4.1 Installing Rotor-Gene AssayManager

Rotor-Gene AssayManager version 1.0.x (x 25) and the UDT basic plug-in are available
on DVDs. The software cannot be downloaded from the internet. The DVD provides
installation, update, and uninstall process for Rotor-Gene AssayManager, the Rotor-Gene
AssayManager database, and the Rotor-Gene AssayManager plug-ins.

For a diagnostic application, an assay specific assay profile is required. See
“Importing/exporting an assay profile”, page 758, for details. (Plug-ins and assay profiles
are delivered with different data carriers).

Rotor-Gene AssayManager v1.0 uses a database (Microsoft® SQL Server® Express) to store
all data. The database can be installed locally or on a remote system. For maintaining
the database, download the RGAM Database Backup Tool soffware on the QIAGEN
webpage. For detailed information about backup and restore instructions, refer to the
“Maintenance” section in the Rotor-Gene AssayManager Core Application User Manual.

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. Only if the behavior is different between both operating system versions,
a separate description was added.
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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 Rotor-Gene
AssayManager”, page 598, for details.

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

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

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

Task Description
Install on stand-alone e Auser with local system administration
computer* privileges installs the database (Microsoft®

SQL Server Express) including initial data, the

Rotor-Gene AssayManager core application,
and at least one Rotor-Gene AssayManager
plug-in on a computer.

e The useris completely guided by the
installation wizard and will be prompted for
input, if necessary.
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Task

Description

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

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

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

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

Description

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

A user with all required database
administration privileges uses the installation
wizard to install only a new database
instance including initial data on an existing
database server.

The database administrator is responsible to
check whether the database server fulfills the
Rotor-Gene AssayManager 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 core application
and at least one Rotor-Gene AssayManager
plug-in are installed on one or multiple
computers by a user with local administration
privileges. During installation, the user is
prompted for connection to the database,
which has to be provided by the database
administrator.

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

4.1.1 Requirements

A computer with the required specifications for operating the Rotor-Gene Q MDx
instrument and Rotor- Gene AssayManager v1.0 is supplied as part of the Rotor-Gene Q
MDx instfrument 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

v1.0.
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PC system requirements

Description Minimum requirement

Display 1024 x 768 pixel resolution or higher

Supported operating Windows 10 with version 1709 or newer

systems Windows 7 Professional edition (64- or 32-bit) Service
Pack 1

Disk space 250 GB

Processor Intel® Core™ i3-380M Processor or higher

Memory 4 GB RAM recommended

USB interface 2 USB 2.0 ports. If necessary, USB Hub can be ordered

through QIAGEN
Contact www.giagen.com for details

DVD-ROM drive 1
Pointing device Touchpad or mouse or equivalent is required

Service packs required  Microsoft Windows XP Professional: Service Pack 3

Bluetooth® Must be switched off
PDF viewer or similar Already installed
Power options Never turn off hard disks, hibernate, or go to standby

Note: Any outstanding Windows update needs to be applied before installing Rotor-
Gene AssayManager v1.0. Otherwise the installation procedure might fail.

Note: The installation of Rotor-Gene AssayManager v1.0 can only be performed with
administrator privileges.

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

Note: Do not directly connect any network device, such as a computer or QIAsymphony
SP/AS, to the computer hosting the Rotor-Gene AssayManager v1.0 via an ethernet
crossover cable or using Auto-MDIX. Do not apply any changes to network-related
elements of the computer or any other operation system-related actions while the Rotor-
Gene AssayManager v1.0 is started. This may result in data loss or indefinable behavior.

4.1.2 Internationalization

The standard language on a notebook delivered by QIAGEN is set to English (American).
The language of the software itself is English. Rotor-Gene AssayManager uses the
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computer language settings to display daftes 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.

4.2 Installing core application and plug-ins

4.2.1 Outdated certificates on Windows 7

All installation packages, contained in the Rotor-Gene AssayManager v1.0 installer are
signed with validated certificates, trusted by Microsoft. This validity is checked by the
operating system for every new program which shall be installed on the system. To be
able to verify the validity of installer packages, the operating system maintains a list of
frusted 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 authorifies is in an outdated
state, Microsoft cannot verify the validity of the prerequisite packages, installed by the
Rotor-Gene AssayManager v1.0 installer. This will result in the following error message
during installation:

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

') RotorGeneAssayManager Setup

An eror occumed while installing system components for RotorGene AssayManager. Setup
l N cannot continue until all system components have been successfully installed.

[ Cose |

Setup has detected that the publisher of file 'C:\Users‘\admin'\App Data\Local\Temp\VSDEFEC tmp
\SQLSysCirTypes\SQLSysCr Types_x86 msi’ cannot be verified. Installation cannot proceed since the
cerificates of the operating system are outdated. Have a look into the Rotor-Gene AssayManager
Quick Start Guidance to find more information about updating the cedificates

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

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

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

583



4.2.2 Installation Prerequisites on Windows 10

The Microsoft SQL Server installed together with Rotor-Gene AssayManager v1.0 needs a
pre-installed Microsoft .NET Framework in version 3.5. If you use a laptop, distributed by
QIAGEN, this installation is already done. If your configuration is different, you may have
to install the .NET Framework 3.5 manually on Windows 10 operating systems. There are
two options to do so:

4.2.2.1 Installation with the feature manager (active internet connection
required)

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

2. Click on "Turn Windows features on or off".

=3 ] 01 Filters
Best match

[T Turn Windows features on or off

Control panel

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

(&3]

=

®H

1O 0OR OO OO O 07 =)

El

[F1 Windows Features —

Turn Windows features on or off

.MET Framework 3.5 (includes .NET 2.0 and 3.0}
MET Framework 4.7 Advanced Services

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

Data Center Bridging

Device Lockdown

Guarded Host

Hyper-V

Internet Explorer 11

Internet Information Services

Internet Information Services Hostable Web Core

| enarv Comnnnents

O X

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

Cancel

4. On the next screen select "Download files from Windows Update”. Please notfe: You

must be connected to the internet.

|5l Windows Features

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

—) Download files from Windows Update

—> Don't connect to Windows Update

No changes will be made to your PC.

Cancel
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5. Ifyou see the message “Windows completed the requested change”, the installation
process is completed successfully. You can continue instaling Rotor-Gene
AssayManager v1.0.

4.2.2.2 Installing the core application v1.0

For computer system requirements, refer fo “Requirements”, page 581.

Note: Rotor-Gene AssayManager v1.0 uses several sofftware packages provided by third
parties. If not already installed on the system, these software packages are automatically
installed at the beginning of the Rotfor-Gene AssayManager software v1.0 setup.
Depending on the installed software packages, a reboot of the system may be required
before proceeding with the setup.

Note: The system must be virus and spyware free to install the Rotor-Gene AssayManager
v1.0 software.

Rotor-Gene AssayManager 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 shall be
installed with a remote connection to an existing SQL Server on an external system:

. 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 application.

. 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 application is installed.

Note: During installation process, click Back to go a step back in the installation process.
Click Cancel o stop and end the installation process.

Installing the Rotor-Gene AssayManager version 1.0.x (x 25)

1. Place the DVD in the computer's DVD drive.

The setup wizard automatically opens the Rotor-Gene AssayManager Setup
window.
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r ~
ﬁ‘ Rotor-Gene AssayManager Setup Lﬂ_hJ

Yelcome to Rotor-Gene AssayManager

Setup
00000
QIAGEN

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

() Rotor-Gene AssayManager application and prerequisites

Messages

Cancel

L

Note: If the setup wizard does not start automatically, double-click My Computer
and select the DVD drive. Double-click setup.exe fo start Rotor-Gene AssayManager
v1.0 installation.

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

installation.

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

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

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

Note: A stable network connection is required for use of an existing SQL Server on an
external system. Unstable network connections can cause database connection
loss, and loss of data.

3. Click OK to proceed.

4. If applicable, the SQL Server will be installed. Click Accept to start the installation of
MS SQL Server 2014 Express.
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The installation progress window is displayed:

P

-
1) RotorGeneAssayManager Setup [ X

For the following components:

SQL Server 2014 Bxpress

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

MICROSOFT SOFTWARE LICENSE TERMS —

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

bnemnm alon annhe fa oo Aiaeanad

View EULA for printing

Do you accept the terms of the pending License Agreement?

If you choose Dont Accept, install will close. To install you must accept this
agreemert. i

[ Accept | | Dont Accept "

:U RotorGeneAssayManager Setup

@ Installing SQL Server 2014 Express...

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

ﬁ Rotor-Gene AssayManager Setup ==
00000 Welcome to the Rotor-Gene
[e]e]ele]e] AssayManager Setup Wizard
QIAGEN yrlanager setp

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

Back [ Next ] [ Cancel

6. Click Next to start the installation procedure.

7. The following Windows security message may appear during the installation
process. Click Install this driver software anyway.

[57] Windows Security % |

Would you like to install this device software?

Name: QIAGEN GmbH Ports (COM & LPT)

-“r Publisher: QIAGEN GmbH

Always trust software from "QIAGEN GmbH". Don't Install

@‘ You should only install driver software from publishers you trust. How canl
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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9.

i Rotor-Gene AssayManager Setup

End-User License Agreement 44444

Please read the Following license agreement carefully .G..E.E!.

QIAGEN'’s Rotor-Gene® AssayManager
Software License Agreement

][

TERMS AMND COMDITIONS of an LEGAL AGREEMEMNT (the
"Agreement”) by and between QIAGEMN 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

€

[C11 accept the terms in the License Agreement

[ Print ] [ Back ] Mext

Read the license agreements and accept by checking | accept the terms in the

License Agreement and click Next.

The Virus and spyware check window is opened:

ﬁ Rotor-Gene AssayManager Setup =)

Virus and spyware check =g==:
Check system for 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
[ Back ][ Next ] [ 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.

%) Rotor-Gene AssayManager Setup (=] ]
Custom Setup 23;33
Select the way you want features to be installed. QIAGEN

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

Installs Rotor-Gene AssayManager
=) v | Rotor-Gene AssayManager soft and the membership database on
the system

This feature requires 100MB on
your hard drive.

4 I »

Browse...

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

11. Click Disc Usage to get an overview of the available and required disc space.

ﬁ Rotor-Gene AssayManager Setup (S|
Disk Space Requirements 44444
The disk space required for the installation of the selected features. Qogee
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
= le 118GB 63GB 214MB
< " b

Click OK to close the window.

12. Select the features to be installed.
e Features Database and Rotor-Gene AssayManager software both selected:

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

computer, both features must stay selected.

® Featfure Rotor-Gene AssayManager software only selected:

For the installation of the application accessing a central database server, the
Database feature must be deselected and the Rotor-Gene Assay Manager software

feature must stay selected.
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® Featfure Database only selected:

For installation of a central database server only, the Rotor-Gene Assay Manager
software feature must be deselected and the feature Database must stay selected.
Note: For selection or deselection of features use the drop-down menu.

=) Wil be installed on local hard drive
=38 Entire feature will be installed on local hard drive

¥ Entire feature will be unavailable

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

13. Click Next to proceed with the installation of the selected features.
14. Optional: This step is necessary only if no SQL Server "RGAMINSTANCE" was
detected or if the Database feature has been deselected in step 12. Otherwise, this

screen will be skipped.
ﬁj Rotor-Gene AssayManager Setup [ESHREL x|

Rotor-Gene AssayManager database server 6000
eseee
Enter the connection for Rotor-Gene AssayManager database server. QIAGEN
Database server name
Database instance
[ReAMINSTANCE
Password of sa (System Administrator) login
Check database connection

Fillin the required parameters.

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

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

ﬁ Rotor-Gene AssayManager Setup (= x|

Ready to install Rotor-Gene AssayManager

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

[ Back ][ Install ] [ Cancel ]

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

ﬁ Rotor-Gene AssayManager Setup o Al e
00000 Completed the Rotor-Gene
[e]e]sle]e] AssayManager Setup Wizard
QIAGEN e b

| Rotor-Gene AssayManager has been installed succesfully.

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

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

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

Back Cancel

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

desktop icon

/

&

RotorGene...

Note: Future Rotor-Gene AssayManager updates will be provided on the QIAGEN
webpage and/or distributed by QIAGEN on CD/DVD to the customer.
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4223 Installing plug-ins

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

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

Note: The installation of the UDT basic plug-in is taken as an example for the installation
of any plug-in.

Installing a Rotor-Gene AssayManager plug-in

1. Place the DVD in the computer's DVD drive.

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

proceed.

ﬁ UDT basic plug-in for AssayManager Setup [N (e = S|
00000 Welcome to the UDT basic plug-in for ‘
00000 AssayManager Setup Wizard
QIAGEN yrlanager >etip

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

Back [ Next ] [ Cancel ]

3. Read and accept the license agreement by clicking the checkbox and click Next.
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il artus basic (US) plug-in for AssayManager Setup

End-User License Agreement 20222
Please read the following license agreement carefuly o

QIAGEN's artus basic (US) plug-in for Rotor-Gene A
AssayManager®
Software License Agreement

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

Rv nnenina the sealed snftware narckane(s) von are anreeing tn he ¥

[¥]1 accept the terms in the License Agreement

[Pt ] [ ek [ met ] [ concel

J

3. Confirm that your system is virus and spyware free by checking the corresponding

check box and click Next.

il artus basic (US) plug-in for AssayManager Setup

Virus and spyware check

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

Check system an virus and spyware m

[ Back J[_met ] [ cancel

4. Select the features to be installed.
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% artus basic (US) plug-in for AssayManager Setup

Custom Setup

Select the way you want Features to be installed.

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

Installs the artus basic (US) plug-in

Update database schema for AssayiManager

This feature requires 2042KE on your
hard drive.

[ Reset I Disk Usage J[ Back [ mext [ cancel |

e Features UDT basic plug-in and Update database schema selected:

For a stand-alone desktop scenario with application and database on one
computer, both features must stay selected.

e Featfure UDT basic plug-in selected:

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

® Featfure Update database schema selected:

After the Rotor-Gene AssayManager v1.0 installation, the database schema
contains unspecified Rotor-Gene AssayManager v1.0 tables only. This feature adds
the UDT-specific tables.

This feature is needed if the Rofor-Gene AssayManager v1.0 and its database are
installed on one system. The feature can be deselected only if the database is
installed on a separate server and was updated by a prior UDT basic plug-in
installation.

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

= Will be installed on local hard drive

=38 Entire feature will be installed on local hard drive

¥ Entire feature will be unavailable

The first 2 options displayed here are identical. Select the corresponding feature. The
third option deselects the corresponding feature.
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5. 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.

6. Click Install to start the installation of the plug-in.

fi¥ artus basic (US) plug-in for AssayManager Setup

Installing artus basic (US) plug-in for AssayManager b44+44

Please wait while the Setup Wizard installs artus basic (US) plug-in for AssayManager.

7. Wait until the installation process has finished.

i artus basic (US) plug-in for AssayManager Setup

::::: Completed the artus basic (US) plug-in
for AssayManager Setup Wizard
QIAGEN NIRRT P

artus basic (US) plug-in for AssayManager has been installed
succesfully.

Enjoy working with artus basic (US) plug-in for
AssayManager,

IF you have any questions concerning artus basic (US)
plug-in for AssayManager setup, contact artus basic (US)
plug-n for AssayManager QIAGEN Technical Services,

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

9. After next restart of Rotor-Gene AssayManager v1.0 the installed plug-in is
available.

Related topics

“Installing the core application”, page 586
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4.2.2.4 Additional software on connected computers

Rotor-Gene AssayManager v1.0 soffware manages time-critical processes during the
PCR run and the data acquisition process. For this reason, it is important to ensure that no
other processes use significant system resources and thus slow down the Rotor-Gene
AssayManager v1.0 software. It is particularly important to pay attention to the points
listed below.

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

4.2.2.5 Configuration for Windows security

See Section 4.4 Configuration for Windows security on page 494.

4.2.2.6 Virus scanners

See Section 4.11.1 Virus scanners on page 511.

4.2.2.7 Firewall and Networks

See Section 4.11.2 Firewall and networks on page 512.

4.2.2.8 Operating System Updates

See Section 4.11.4 Operating system updates on page 517.

4.3 Uninstalling Rotor-Gene AssayManager

Note: The uninstall process of the Rotor-Gene AssayManager 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 fo
corresponding datasets.

QIAsymphony RGQ MDx (US) User Manual (Vol. 1 and 2) 12/2018

598



Uninstalling Rotor-Gene AssayManager and all installed plug-ins from your computer

Note: If you want to uninstall Rotor-Gene AssayManager, close the application first.
Otherwise, Rotor-Gene AssayManager 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 fo uninstall the product by clicking Yes.

Windows Installer ﬂ

Are poy sure you want to uningtall this product?

3. The Windows installer program starts to uninstall the entire Rotor-Gene
AssayManager.

4.2 First login

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

1. Enter user ID “admin” and password “admin”.

2. Select the Closed 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: All users without the “Administrator” role can ask the administrator to reset the
password. However, if the administrator forgets the administrator password, they must
contact QIAGEN Technical Services to reset the password, which requires an on-site visit
by a QIAGEN service engineer.

Note: It is strongly recommended to create at least one additional user account, without
an “Administrator” role, at first login. If a single user of Rotor-Gene AssayManager
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
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“Section 6.1.1 Logging in and logging out”, page 725
“Section 5.1.2 User management”, page 603, and “Setup environment”, page 604, and

“Configuration environment”, page 606, both in this section.

4.3 First configuration

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

“Section 6.2.3 Managing cyclers”, page 763

“Section 6.2.4 Managing users”, page 768
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5 Basic Concepts and General Software
Usage

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

5.1 Concepts

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

° Modes
. User management
. Session management

. Rotor-Gene AssayManager and other QIAGEN products

o Clarification of terms experiment and assay

5.1.1  Modes

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

. Closed Mode

o User Defined Test Mode (UDT Mode)

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

Closed Mode

The Closed Mode is used for assays that have been created and validated by QIAGEN.
These assays can only be modified by QIAGEN. In Closed Mode, assays are run and
analyzed without the permission to modify the corresponding assay profiles.

The analysis in Closed Mode includes core analysis, assay and sample analysis, and
depending on plug-in, also a fully automatic data scan (AUDAS).

To run and analyze an assay in Closed Mode a corresponding closed mode plug-in is
required.
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The mode is selected from the Rotor-Gene AssayManager 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

User ID
Jonhn Doe

Password

Mode

fined T
s oW User Defined Test

Closed
User Defined Test

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

Rotor-Gene AssayManager Rotor-Gene AssayManager
File Help File Help

» ¥ B BB » ¥ H

Setup  Approval  Archive

Setup Approval  Archive
Settings User Cycler

Settings User Cycler

! 6 l..lserDeﬁned Test Mode ! a (ilosed Mode

UDT Mode Closed Mode
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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 software can be used. After
finishing work the user should log out or lock the application.

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

. First name
. Last name
o User ID

o Password
. Role(s)
Related tasks

“Creating a user profile”, page 768
“"Changing user profile settings”, page 770

® Changing name/last name
e Changing password
e Changingrole

" Activating/deactivating a user profile”, page 772

“Setting password policies and auto-lock fimer”, page 773

User roles

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

Role Description
Administrator The administrator has only permissions to:
o configure the system
. manage users
o create and edit report profiles
o manage archives
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Role Description

Assay Developer The assay developer has all necessary permissions fo
create an assay profile in UDT Mode.

Note: The assay developer has no permissions to create
or modify assay profiles for FDA cleared or approved
nucleic acid tests in Closed Mode.

Operator The operator has all permissions necessary to:

6. create a work list
o apply the work list

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

Approver The approver is the only user with permissions to release
assay results.

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

permissions to one user.

The following actions can be performed by every role:

e Logging in and logging out (page 725)
e Locking and unlocking (page 729)
e Changing user profile settings (page 770)

The following tables give an overview about permissions of the different user roles in the
different environments.

Setup environment

Task Description Admin* Oop* Ap* SU*

Access Setup User can enter the _ + _ +

environment Setup environment

Apply runs User can apply runs in _ + _ +
the Setup environment

* Admin: Administrator; Op: Operator; Ap: Appprover; SU: Super User
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Approval environment

Task Description Admin* Oop* Ap* SU*
Access Approval User can enter the + + + +
environment Approval environment
Release test User can release test
results results in the Approval - - + +
environment
Create support User can create support
package packages in the + + + +
Approval environment
* Admin: Administrator; Op: Operator; Ap: Appprover; SU: Super User
Archive environment
Task Description Admin* Oop* Ap* SU*
Access Archive User can enter the + + + +
environment Archive environment
Create support User can create support
package packages in the + + + +
Approval environment
* Admin: Administrator; Op: Operator; Ap: Appprover; SU: Super User
Service environment
Task Description Admin* Oop* Ap* SU*
Access Service User can enter the + _ + +
environment Service environment
View audit trail User can access the
audit trail in the Service + - + +

environment

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

Task Description SU*

User can enter the
Cycler environment

Access Cycler
environment

User can add a

comment, release a

cycler, stop a process, - + - +
and close pop-ups in

the Cycler environment

Release cyclers

* Admin: Administrator; Op: Operator; Ap: Appprover; SU: Super User

Configuration environment

Task Description Admin* Op* Ap* SU*

Access
Configuration
environment

Configure system
settings

Manage cyclers

Manage users

Manage assay
profiles

Manage report
profiles

User can enter the
Config. environment

User can configure all
settings in the
Configuration
environment

User can access the
Cycler Management
tab in the Configuration
environment

User can access the
User Management tab
in the Configuration
environment

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

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

* Admin: Administrator; Op: Operator; Ap: Appprover; SU: Super User
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Password policy

Unless otherwise defined the password must be between 8 and 40 characters long. An
administrator can also define, in the settings of the Configuration environment, if using
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 2lower 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

“Setting password policies and auto-lock fimer”, page 773

5.1.3 Session management

To start working with Rotor-Gene AssayManager, a user has to starf 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.

Rotor-Gene AssayManager
File Help

Log in

Log out

Lock

Change password

Service login

Exit

Log out from main menu

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 status bar

To prevent misuse, a user can lock the application. Rotor-Gene AssayManager 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
“Setting up the auto-lock timer”, page 773). 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:

o a user logs out

o another user starts a new session

. or the application is locked (automatically or manually)

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

Log in =
Application Application :
I.IJJ . locked plgcked —— New session

automatically 2

unlock application

Log out

I

One session
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Behavior if unsaved data exist

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

.
A Unsaved Data

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

Unsaved Data in:

Configuration\System Setfings

o= ~ewa

If another user wanfts 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 staried the unsaved data will be lost.

Login

| |

Password

| |
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5.1.4 Rotor-Gene AssayManager version 1.0 and other QIAGEN products

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

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

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 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
fo a Rotor-Gene Q MDx at a particular time.

Scenario 1

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

Scenario 2

In case Rotor-Gene AssayManager 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. Restart the Rotor-Gene Q software
fo control the cycler with the Rotor-Gene Q software.

Result files from the QIAsymphony AS can be used to generate work lists in Rotor-Gene
AssayManager. All relevant sample and assay related information are automatically set,
and manual input during work list setup is minimized.
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The following graphic illustrates the possible interactions between Rotor-Gene
AssayManager and the other systems.

QlAsymphony

—

Import
work list

Rotor-Gene R
; otor-Gene
experiment

" g € AssayManager

> Experiment

results

Operation
\and control

Raw data

Rotor-Gene Q

Related topics
“Importing a work list”, page 733
Exporting a *.rex file (“Show Assays screen”, page 680)

“Setting up arun”, page 732

5.1.5 Experiment vs. assay

Note: For FDA cleared or approved nucleic acid tests, an “experiment” contains 1
“assay”.
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5.2 General software usage

The following section describes the general software usage concept of Rotor-Gene
AssayManager.

52.1 Use of color

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

for presenting information.

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

Color Description
Light blue The field is interactive and clickable
Dark blue The field is selected or focused
Gray The field is read-only and can neither be selected nor
activated
Yellow The field requires input
Example 1

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

@ Edit cycler

Position Messages
. Enter a valid serial number. (150028)
N; Serial bet
Ink fi field ame ena’ number Enter a valid cycler name (1-8
eractive hield _1y,. ‘ | ‘ characters). (150092)

: mandatory

Optical configuration
Informative field -
Gray: no interaction

Next verification Days until next verification

Interactive field
: not mandatory —

Y

Verification comment

A o

Interactive button  Interactive button
Gray: deactivated  Blue: active/enabled
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Example 2

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

Dark yellow:

Active step

Contains missing —— | >
entries

Gray: Samples
Disabled step

——» | Properties
Inactive step
Contains missing
entries

—_— ssay
Inactive step et
Contains missing

entries
Samples

Dark gray:
Active step
No missing
entries

_— Properties >

Dark yellow:

Active step

Contains missing ——p | F >
entries

Samples
Blue:
Inactive step — » | Properties
No missing
entries
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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 differentiates between 4
different problem levels.

Description of Action required
Priority Name Icon functionality by user
1 System error A combination of not User interaction
acceptable incidents  required
2 Validation error - An error that occurs User inferaction
ﬁ? due to a missing or required
invalid user input
3 Warning Situation could be User interaction
A optimized by further possible, but not
input mandatory
4 Information A message containing  User interaction

@ additional information  not possible
about the current
sifuation

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

Messages area

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

Note: The screenshots are shown as examples and may appear differently.
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Apply work list "WL_20120417_0858_su"

Summary Cycler selection
Position |Name Next verification Cyclerstatus | Select | Ring attached
Experiment name Work list name
WL_20120417_0858_su L] Cycler 1 16.06.2012 [57 day(s)] Ready (o] O
| Default name | createa L] Cycler2 18.06.2012 (9 day(s)] Ready (o] m |
17.04.201208:58 - su ms | Cycler3 20062012[61 day(s))  |Ready [} m]
Rotor type Lol ] W |Cyclerd 22.06.2012 63 day(s)] Ready o o
72-Well Rotor 17.04201208:58 - su
Freeposifions  Reactionvolume  Last applied JS——
) 25 |uirtupe 19.04201208:51 - su
Assays ]
Name #samples | Material nu... |Kit expiry... |Lot number
oF Pat & 01102013 139264398

Messages

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

Select a cycler in the cycler selection table by activating the appropriate radio button in
the ,Select” column. (470080)

[ View sample detais.

Print work list ﬁ [ Startmn

Messages

There is no kit lot number provided on assay profile SPlexHRMAP. (470059)

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

& IThere is no material number provided on assay profile 5PIexHRmPI(47DIDUJ|

lcon Error/warnings text Error ID

Detailed view of the Messages area

Error icon Error headline

Login Error

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

Error ID ——

Error messages pop-up window

-

Note: Each error ID is unique. In case QIAGEN Technical Services needs to be contacted
for froubleshooting, have the error ID ready.
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5.2.3 Entering data

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

o Copy and paste operations (CTRL+C and CTRL+V)
o Navigation (tab key, cursor keys)

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

o F2 to start editing
. Escape fo cancel the input

o Return to 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.

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

Selected assay profiles

| Assay profile name Shortname |Vers.. |#contr.. |#samples |Material n. | Kitexpiry. . | Lot number |Scan

| QuantiFast Pathogen... QF Pat 200 6 /?l

Interactive fields:
= mandatory field
Blue = not mandatory

Date picker: Entering date in date fields

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

Kit expiry date Kit expiry date
=
5 — B 5
2 R April, 2012 L4
Mo Di M De Fr Sa So
1
3 4 5 & T 8
9 10 11 12 12 14 15
16 17 18 1% 2 21 22
23 24 25 2% 27 28 29
30
[ JToday :02.04.2012

Change fo the previous/next month by clicking the arrow icons (B) and (C). Hovering
over the year label (D) displays additional control arrows, which are used to quickly jump
fo the next (up arrow) respectively previous year (down arrow).

r MNext year
April, 2012 |

T—F‘revinus year

Entering a date using the date picker
Click the calendaricon (A) next to the date field.
The calendar pop-up is shown.

Continue using the following scheme:

To Do this

Change the year Hover the mouse over the year (D).
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 fo the previous year.

Change the Click the left arrow (B) to change to the previous month.
month/day Click the right arrow (C) to change to the next month.
Click the date of the desired day.

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

Sorting tables

Some tables in Rotor-Gene AssayManager 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.

£l The table is sorted by the selected column in ascending
Ascending sorting order.
-w The table is sorted by the selected column in descending

Descending sorting  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

Assay selection

D Experiment -~ Assay # samples
r |:| QF Pat_20120417_0949 QuantiFast Pathogen PCR._.. 66
3 D QF Pat_20120417_0959 QuantiFast Pathogen PCR._.. 66
4 D QF Pat_20120417_1009 QuantiFast Pathogen PCR... 66

Selecting cells

A certain cell area can be selected by clicking in the first cell, holding down the left
mouse button, and dragging to the last cell of the area. Selected cells are highlighted in
dark blue color. To make multiple selections of non-adjacent cells, hold down the CTRL
key and click the cells to select.
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Copying data from a table

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

Assay selection

[[] | Experiment Assay # samples
» | ] | QF Pat_20120417_08949 QuantiFast Pathogen PCR... 66
» [ [sYBR_20120417_0953 Rotor-Gene SYBR Green... 43
» ] | QF Pat_20120417_0959 QuantiFast Pathogen PCR.._ 86
» [0 SYBR_20120417_1007 Roter-Gene SYBR Green... 45
» [  QF Pat_20120417_1009 QuantiFast Pathogen PCR... 66

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 PCR 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 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

Standards / controls
Pos. | ] Style | Sample ID
B = Standard 1_1

B = Standard 1_2
] B = | Standard 1_3
] | = Standard 1_4
M = Standard 2_1
B = Standard 2_2
B = | Standard 2_3
B = Standard 2_4
] M = Standard 3_1
] Bl = Standard 3_2

-

-
O W o N M AW N
&

-
-

1] Select rows
using the row
selector

5.2.5 Working with graphs

v Results

Standards / controls
Pos. | [v] Style | Sample ID

b1 W —— Standard 1_1
v 2 B = Standard 1_2
D 3 B = Standard 1_3
» 4 [ B —— Standard 14
>\ 5 ] @ = Standard2_1
»‘ & B = Standard2 2 Right click
H B —— Standard 2_3
Context menu
»| 8|[] M| = Standard 2_4 is opened
9 — | StaEn
‘ M. Copy Ciri+C
»| 10 |7 | M| == Stand
Show curves
Hide curves
Invert selection
Accept
Reject
Reset to undefined
Cancel

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

to use these functionalities.

Tasks covered in this section related to working with graphs:

) Zooming in

o Zooming out

o Panning

o Selecting/deselecting samples
o Sample information in graphs
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Zooming in a graph

For zooming in a graph in Rotor-Gene AssayManager, an individual zoom area can be
selected as in the following example of an amplification plot from the Approval

environment.

Zooming in a graph

1.

3
4

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

o
R

=

Mormalized Fluorescence

5 10 15 20 25 30 35 40  Cycles

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

o
R

=

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.

]

g /
8f 02 /

w

7 ]

H po
2 S —————

= 5 10 15 20 25 3o a5 40 Cycles

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

Q Zoom

-I:/ Select corresponding samples

- / Deselect corresponding samples

Cancel

Left-click Zoom. The graph will be zoomed to the selected area.

To scroll in the zoomed graph in vertical or horizontal direction just click right in the
graph area, hold down the right mouse button, and move the mouse.
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Example

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

display accordingly

MNormalized Fluorescence

MNormalized Fluorescence

0.4

0.3

0.4

0.3

Hold down the
right mouse button. +

a7 28 20 30 A Cycles

Cursor change to <I.: |::>
hand symbol. Move {5
the mouse, the graph @

display will be changed
accordingly.

7 28 20 30 kL Cycles

Zooming out a graph

Zooming out a graph

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

see the whole graph.

MNormalized Fluorescence

Mormalized Fluorescence

0.2

foomed area of a PCR curve.
Double-clicking anywhere resets the zoom.

22 24 26 28 30 Cycles

E:l 10 15 20 25 30 35 40  Cycles

Zoom is resef - the whole curve is displayed.

Selecting/deselecting samples

Rotor-Gene AssayManager provides two methods to select or deselect samples in an

amplification ploft:

Using a graph

Using check boxes
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Selecting/deselecting samples using a graph

1. Move the cursor over the graph area.

The mouse cursor icon changes to cross hairs.

MNormalized Fluorescence

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

hairs to the cursor icon.

i) 35

40 Cycles

MNormalized Fluorescence

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

i) 35

0.2

Mormalized Fluorescence

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

i

20

25

Q Zoom

-I‘-)/ Select corresponding samples

- / Deselect corresponding samples

Cancel

a0 35
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3. Left-click at the desired option.

To Click

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

Deselect all samples within the selected ‘ =/ Deselect corresponding samples
area
Cancel the process ‘ Cancel

Select/deselect samples using check boxes

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

v Results

E*- Standards / controls

Pos. Sample ID

Standard 1_1
Standard 1_2
Standard 1_3
Standard 1_4
Standard 2_1
Standard 2_2
Standard 2_3
Standard 2_4

-
—

-
2| = | th| & | K

To Do

Select all samples in the table Activate the check box in the
column header (A)

Select a specific sample in the table Activate the check box in the
corresponding sample row (B)

Deselect all samples in the table Deactivate the check box in the
column header (A)
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To Do

Deselect a specific sample in the table Deactivate the check box in the
corresponding sample row (B)

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

D No sample is selected
E One or more samples are selected

E All samples are selected

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:

o Tube number

. ID

. Assay type

. Assay short name

¥ Plots and Information

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

Taget (Vs [ v] omiens | [ 7 ][5 Fiioos cyisiss

e Tube:41  ID:NPS
Type: Test Assay: Testl

41 4z 43 Cycles

MNormalized Fluorescence
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5.3 Rotor-Gene AssayManager workspace

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

. Setup environment
. Approval environment
° Archive environment
o Service environment
) Configuration environment
o Cycler environment
Rotor.Gane AssayWiansger
Menu —
= &
Apply work list "WL_20120417_0858_su”
Summary | Cycler selection
TR R [Position | Name. Mext verification Cycler status. Select  Ring attached |
QF Pat_20120417_1207 WL_20120417_0858_su mEEE  Cycler 1 16.08.2012 (60 day(s)| Losded ®
Defaukname | Croated - Cyeler2 18.06.2012 [62 day(s)] Ready e} |
Malt s me | Cycler3 20082012(64 day(s)] | Ready o |
Rotor type. Last modified ® |Cyclerd 22.06.2012 (66 day(s)| Ready o
T T
Working __| . Bl sals s Serial number  Optical configuration
area ‘ Assays 0112101 Eplex
s
QF Pat &6 01102013 130264390
Messages ]
\ () Thevettaton et b ccier i 0 . (7008
Messages
[ area
‘ View sampie detais. |
- |__ Button
Pt vkt — |
Fll | Status
_ ar

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

. Menu

. Main toolbar

o Working area

. Messages area
o Button bar

o Status bar
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5.4 General elements

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

d Menu
* Main toolbar
* Messages area
* Button bar
«  Status bar
5.4.1 Menu
F"e menu
[File | Help
Log in
Log out
Loc
Change passw
Service login
Exit
Login

Select Log in to log in o Rotor-Gene AssayManager. This option is grayed out if a user is
already logged in.

Log out

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

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

Unsaved Data in:

Configuration\System Settings

List of environments
with unsaved data

-

- J

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)

Lock

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

Change password

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

Service login

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

Exit

Selecting Exit closes Rotor-Gene AssayManager. If there are unsaved data, a warning
will appear.
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Help menu

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

5.4.2 Main toolbar

The main toolbar contains two areas:

. Environment icons

° Cyclericons

»IE I EH T e & @ @ &

[ Setp | Approval | Archive Cannguration [ Cycler 1 Cycler 2 Cycler3 L,‘c\ﬂ-\‘

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 has different environments.

o Setup environment (page 632)

o Approval environment (page 657)

o Archive environment (page 678)

o Service environment (page 682)

o Configuration environment (page 687)

Cycler icons

The cycler icons visualize the up to 4 registered cyclers managed by Rotfor-Gene
AssayManager. Clicking a cycler icon changes the screen to the corresponding cycler
screen. For details, see "Cycler environment”, page 646.

5.4.3 Messages area

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

RokorGenc Avslarinas

File Help

=lalx]

Apply work list "WL_20120417_0858_su”

Summary

Experiment name Work list name
‘ WL_20120417_0858_su
[[Defeuitname | created
17.04201208:58 - su
Rotor type. Last modified
72.Well Rotor 17.04201206:58 - su
Frecpositions  Reactionvolume  Last applied
25 uirwbe 19.04 20120951 -su
Assays
Name # samples | Material nu..._[Kit expiry... |Lot number
aF Pat 3 01102013 138264898

Cycler selection
Position |Name Next veriication Cyclerstatus |Select |Ring attached
. Cycler 1 16.062012(57 day(s)] | Ready o
wum |cycler2 18062012(S9cay(s)] | Ready o
ms |Cycler3 2006.2012[61day(s)] | Ready o
m |Cycler4 22.06.2012 [63 day(s)) Ready le)

Cycler details

[ View sample etails.

Messages

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

Select a cycler in the cycler selection table by activating the appropriate radio button in
the ,Select" column. (470080)

Print work list

s

Related topics

“Use of color”, page 612

“Displaying errors and warnings”, page 614

5.4.4 Button bar

The button baris placed at the bottom of the screen. It contains buttons specific for the

selected environment.

Rolor-Gene AssayManager

File Help

Available work lists | Manage or apply work lists

Work list name.  #samples |Assay profiles | Rotor type Volume [Author Creation date Last applied

Actions Apply.

WL_20120417_0858_su 68| QF Pat 72-Well Rotor 254 |su

1Toao012085558 | 17042013 105620 |14

[ Show only work lists never applied before

WL_20120417_0900_su 48|SYBR 72-Well Rotor 25ulsu

TToe20208004 | 17042012 10583 | P41 i

@ Closed Mode

Messages
area

Button
ar
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5.4.5 Status bar

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

B Closed Mode

Mode indicator

Status bar element

Date User name Log out
utton

Explanation

Mode indicator

Date
User name

Log out button

Related topics

“Modes”, page 601

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

If the user is logged in in Closed Mode, the label Closed
Mode and the corresponding icon is shown.

I B Closed Mode -

If the user is logged in in User Defined Test Mode, the label
User Defined Test Mode and the corresponding icon is
shown.

I @ User Defined Test Mode I

Note: The User Defined Test Mode is not intended for use
with FDA cleared or approved nucleic acid tests.

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

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

“Logging in and logging out”, page 725
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5.5 Environments

Rotor-Gene AssayManager contains different environments.

An overview of access rights for different user roles can be found in “User roles”, page
603.

You can switch to another environment by clicking the appropriate button. The icon of
the currently active environment is highlighted with white font and a blue gradient

background color.

Environment Description

Used for creation, management and application of work
lists.

Used to search for unreleased assays and for the release of
dedicated runs. Experiment reports are created on release
of run.

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

Used to adjust the setftings of Rotor-Gene AssayManager.

Configuration

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

Cycler 1

5.5.1 Setup environment

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

Available work lists . Creating a new work list*
o Importing a work list
) Editing a work list*
o Duplicating a work list*
o Exporting a work list
o Deleting a work list

o Applying a work list

Create new work list Create a new work list:

. Assays step . Appears after clicking New work list

. Samples step . Starts the process to create a new work list
. Properties step

Apply work list Set up run and apply a work list

*Note: The tasks “creating a new work list”, *editing a work list”, and “duplicating a work
list” are not infended for use with FDA cleared or approved nucleic acid tests.
Available Work Lists View

The Available work lists view contains two areas:

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

. The button bar at the bottom of the screen

=laix

= =] } Main toolbar

ot s nions oy
ose womeoes | GEEE O
Do oz mae E

Action buttons

Available work lists | Manage or apply work lists
Work st name a[# samptes [Rssay promies | Rotor ype [Vohume | Author

List with

available WL_20120417_0858_su 65 QF Pat 72 Well Rotor 25 su

work lists WL_20120817_0600_su 8|svem 72:wel Retor 255 It

+— Apply button

ICJ Show only workbss never appled before

rencen i | (e Button bar

Status bar

Impactiype: | QIAINKLIMS v
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The Avadilable work lists table

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

work lists:

o Status icon

o Work list name

° Number of samples
° Assay profiles

. Rotor type

. Reaction volume
o Author
. Creation date

° Last applied

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

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

Icon Description
|1| Deactivated assay profile or expired kit
Message: “This work list contains invalid samples”

A work list contains invalid samples.

E The work list is currently locked.

Note: Moving the mouse over the icon reveals a tooltip with detailed information about
the problem.

Available work lists | Manage or apply work lists

Work list name a|#samples |Assay profiles | Rotor type Volume |Author Creation date La

El WL_20120417_0858_su 66| QF Pat T2-Well Rotor 25 pl|su 17.04.2012 08:58:58 |17

| This work list contains the deactivated assay profile QuantiFast Pathogen PCR +C version 2.0.0. Activate the assay profile and update the work list b
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In the very right columns of a work list, the Action buttons and the Apply button can be

found.
Available work lists | Manage or apply work lists
Work list name a[# samples |Assay profiles | Rotor type Volume | Author Creation date Last applied Actions Apply
WL_20120417_0858_su 66| QF Pat 72-Well Rotor 25 pl|su 17.04201208:58:58 | 17.04.2012 10:38:20 EEE
| WL_20120417_0