





7 Operating Plates

In the QlAcuity plate-based system, one reaction mix per well is partitioned info a large number of individual partitions prior to
the amplification step, resulting in one or very few templates being present in each partition. QIAGEN offers different plate types

according to specific user needs.

Table 19. Plate types according to user needs

Plate type Frame color No. of wells Input volume/well (pl) No. of partitions Partition volume (nl)
Nanoplate 26K 24-well  Blue 24 40 Approx. 26000 Approx. 0.82
Nanoplate 26K 8-well  Light blue 8 40 Approx. 26000 Approx. 0.82
Nanoplate 8.5K 24- White 24 12 Approx. 8500 Approx. 0.34
well

Nulrlwpluie 8.5K 96- Gray 96 12 Approx. 8500 Approx. 0.34
wel

Please note that the QlAcuity Software Suite calculates with a partition volume of 0.82 nl and 0.34 nl in case the VPF (volume
precision factor) has not been applied. If the VPF has been loaded to the software, the volume of each well is Nanoplate batch-

specific calibrated and used for concentration calculation. Thus, the concentration calculated by the QlAcuity Software Suite will

differ to concentration values calculated manually.

Image of Nanoplate 26K 24-well, Nanoplate 8.5K 24-well, and Nanoplate 8.5K 96-well.
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7.1 QlAcuity Nanoplate 26K 24-well

For applications requiring high sensitivity, QIAGEN offers the 26K nanoplate. In this plate, one reaction mix is distributed over
4 wells and separated into approximately 26000 partitions. The plate may be used for up to 24 samples and has a blue frame

as distinction from the other plates.
The key applications of the 26K nanoplate are:

® Rare mutation detection

e liquid biopsy
7.2 QlAcuity Nanoplate 26K 8-well

For applications requiring high sensitivity, QIAGEN offers the 26K nanoplate. In this plate, one reaction mix is distributed over
4 wells and separated into approximately 26000 partitions. The plate may be used for up to 8 samples and has a light blue

frame as distinction from the other plates.
The key applications of the 26K nanoplate are:

® Rare mutation detection

e liquid biopsy
7.3 QlAcuity Nanoplate 8.5K 24-well

In this plate, one reaction mix is distributed in 1 well and separated into approximately 8500 partitions. The plate is
recommended for applications using low input volumes and a small number of samples. The plate may be used for up to 24
samples and has a white frame as distinction from the other plates.

The key applications of the 8.5K nanoplate are:

e CNV detection
e NGS library quantification
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7.4  QlAcuity Nanoplate 8.5K 96-well

In this plate, one reaction mix is distributed in 1 well and separated into approximately 8500 partitions. This plate is
recommended for applications using low input volumes and large number of samples. The plate may be used for up to 96

samples and has a grey frame as distinction from the other plates.
The key applications of this nanoplate are:

e CNV detection
e NGS library quantification

7.4.1 Reaction setup

Note: The QlAcuity reads fluorescence from the bottom of the plate, which is covered with a foil. For best results, keep the foil
clean and avoid damages such as scratches. Also, keep the barcode on the side of the plate clean and intact. Ensure that you

wear gloves when working with a plate and do not apply force to it.

For better handling of the plate, you can place the plate into the Nanoplate tray that can be ordered as accessory, see Appendix

B — QlAcuity Accessories or the QlAcuity webpage on www.qiagen.com
To set up a plate, follow these steps:

1. Prepare your master mix according to your reaction setup. To prepare the reaction mix without sample, the QlAcuity PCR
Master Mix has to be mixed with primers, RNase-free water and optionally restrictions enzyme and probes according to the

kit manual. The final volume depends on the QlAcuity Nanoplate which is used (refer to Table 19).

Note: To prevent non-homogeneous reaction mixes, the set up in a standard PCR pre-plate is required. The calculated
reagent volumes have to be pipetted into the PCR pre-plate, and then the sample has to be added accordingly. For

homogenous mixing of reaction mix, the pre-plate has to be sealed, shortly vortexed and briefly centrifuged.

Note: Enzymatic fragmentation of DNA larger than 20 kilobase ensures even distribution of template throughout the
QlAcuity Nanoplate, which in turn leads to accurate and precise quantification. Therefore, adding a restriction enzyme
depends on the template used. In case of enzymatic fragmentation using the recommended restriction enzymes, the pre-
plate has to be incubated at RT for 10 minutes. Longer incubation doesn’t lead to unspecific restriction and therefore has no

impact on the result. Refer to the Application guide on www.qiagen.com for the recommended restriction enzymes.
Important: Do not pipet master mix and sample separately into the Nanoplate as this will lead to insufficient mixing.

2. Pipet each reaction mix from the pre-plate into a well of the Nanoplate. If possible, use an electric one-channel pipette. To
ensure bubblefree pipetting, we recommend to pipette 39 pl for Nanoplate 26K 8/24-well, and 11 pl for Nanoplate 8.5K
96/24-well of your prepared reaction mix to the bottom of the respective input well of the Nanoplate. Ensure not to pipet

info the output well instead of the input well.
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Note: To avoid damaging the optical surface and to reduce dust that will interfere with the imaging and analysis of results,

we recommend to place the Nanoplate into a Nanoplate tray before pipetting the reaction mix into the Nanoplate.
Note: Do not centrifuge the Nanoplate as this will lead to pre-priming and insufficient filling of the wells.

Note: Do not vortex the Nanoplate as this will lead insufficient filling of the wells.

. Apply the plate seal that comes with the Nanoplates as follows to ensure good filling of the wells and to prevent

evaporation and contamination:

. The stiff plate seal consists of a plate seal and 2 protective foils. The 3 layered foil should not be folded. Remove the bottom

white protective foil carefully, center and align the plate seal (still containing the upper protective foil) with the lower edge
of the colored frame of row H. The foil should not overlap on any side more than 1Tmm, otherwise the Nanoplate might not
be processed by the instrument. In case the plate seal is incorrectly placed or the seal does not cover some parts of the
Nanoplate, carefully remove this seal and repeat sealing step with a new one. Correct sealing of the Nanoplate prevents

samples from not being fully processed.

Note: It is recommended to cover the plate within 30 minutes after pipetting with the top seal fo prevent subsequent filling

issues.

Note: Please keep the plate seals stored in a dry, darkened, and air-sealed environment,

. After correct placing, the plate seal has to be fixed with the Nanoplate roller in the horizontal and vertical direction.

. Afterwards, the upper protective foil is removed on the bottom left corner. We recommend that one finger holds the rubber

foil on the plate corner in place while the upper transparent foil is pulled off. If the upper foil would be pulled off in another

way, the plate seal might get loose.

. Use the Nanoplate roller with high force to fix the plate seal on the Nanoplate by rolling at least 3 times forwards and

backwards in horizontal, and also 3 times forwards and backwards in the vertical direction over the edge of the plate. Roll
over the plate seal covering the Nanoplate frame. The proper fixing of the plate seal is important for a good filling of the

wells.

Note: For a properly sealed plate, the plate seal covers the whole structure, and no bubbles or strong depressions are

visible, as this can also lead to bad filling of the wells.

. The plate frame gives the option to mark the plate with a marker pen. Use the lane between the plate edge and the printed

letters (next to column 1) as well as the mirrored part (from column 12 to the plate edge) only. Marking the plate seal

above the wells is not recommended as it might lead to bad filling of the wells.
Important: Do not mark the bottom side of the plate, as it is used to read fluorescence signals.

Note: Ensure that overlapping parts of the plate seal are turned down and well attached to the plate frame and that the

barcode is not covered. Do not apply pressure to the plate seal.

. For the transport of the Nanoplate to the QlAcuity instrument, the plate should be held at the side edges or on the tray

horizontally. Make sure that the plate is transported to the QlAcuity smoothly without shaking or turning of the plate, to

ensure, that the reaction mix is at the bottom of the input well.

. The plate can now be used to start a run. For more information about starting a run on the QlAcuity, see section Operating

the QlAcuity Software Suite.
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Note: Do not store the plate for more than 2 hours before the start of a run as this may lead to pre-priming of the reaction
mix resulting in reduced number of analyzable partitions.

11. If the plate is kept dark avoiding exposure to moving air (e.g., storage in a dark box), you can store the plate after the run
for up to 1 week at room temperature or at 4°C. (Note: Storage time may vary due to dye/probe stability, master mix, and
previous imaging step/settings). You can re-image a plate up to é times (7 total imagings), see Setting up an experiment
for more information on how to re<cycle and re-image a plate.

Note: For not properly stored plates, the fluorescence intensity and plate seal integrity can be affected, which could lead to
contamination of the laboratory. Please store processed plates according to these guidelines or dispose them properly after

the process.
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8 Maintenance Procedures

WARNING/ | Risk of personal injury and material damage (wi]
CAUTION Only perform maintenance that is specifically described in this user manual.

A

The following maintenance procedures must be carried out to ensure reliable operation of the QlAcuity:

® Regular maintenance

® Periodic maintenance

Optionally, these procedures may be performed to check and ensure the reliability of operation of the QlAcuity.

Select the cleaning agent according fo the objective of the cleaning procedure, the sample material used, and the downstream

assay.

WARNING | Risk of fire or explosion (w23]
When using ethanol or ethanol-based liquids on the QlAcuity, handle such liquids carefully and in
A accordance with the required safety regulations. If liquid has been spilled, wipe it off and allow flammable
vapors to disperse.

Before using any cleaning or decontamination methods except those recommended by the manufacturer, users should check with

the manufacturer that the proposed method will not damage the equipment.
8.1  Cleaning agents
The following disinfectants and detergents are recommended for cleaning the QIAcuity.

Note: If you want to use disinfectants different from those recommended, ensure that their compositions are similar to those

described below.
General cleaning of the QlAcuity:

e Mild Detergents (e.g., Mikrozid® AF sensitive)
® 25% ethanol
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8.1.1 Disinfection

Ethanol-based disinfectants can be used for disinfection of surfaces: e.g., 25 g ethanol and 35 g 1-propanol per 100 g liquid
or Mikrozid Liquid (Schilke & Mayr GmbH, cat. no. 109160).

Disinfectants based on glyoxal and quaternary ammonium salt can be wused, e.g., 10g glyoxal, 12g
lauryldimethylbenzylammonium chloride, 12 g myristyldimethylbenzylammonium chloride, and 5-15% nonionic detergent per
100 g liquid, Lysetol® AF (Gigasept Instru AF in Europe, cat. no. 107410, or DECON-QUAT® 100, Veltek Associates, Inc., in the
USA, cat. no. DQ100-06-167-01).

Removal of RNase contamination

RnaseZap® RNase Decontamination Solution (Ambion, Inc., cat. no AM9780) can be used for cleaning surfaces. RnaseZap can

also be used to perform decontamination by spraying the respective items.
Removal of nucleic acid contamination

DNA-ExitusPlus™ (AppliChem, cat. no. A7089,0100) can be used for cleaning surfaces. DNA-ExitusPlus can also be used to
perform decontamination by spraying the respective items. DNA-ExitusPlus is very sticky and foamy. For this reason, after cleaning
the items with DNA-ExitusPlus, you must clean the items with a wet cloth several times, or rinse them with running water, until the

DNA-ExitusPlus is completely removed.
General instructions
Do not use spray bottles to spray cleaning or disinfectant liquids onto surfaces of the QlAcuity.

If solvents or saline, acidic, or alkaline solutions are spilt on the QlAcuity, wipe the spilt liquid away immediately.

Follow manufacturer’s safety instruction for handling cleaning agents.

Follow manufacturer’s instruction for soaking time and concentration of the cleaning agents. Important: Immersing for
longer than the recommended soak time can harm the instrument.

e  Note: Disinfection reagents shall be distributed equally on the instrument surface and drops shall be avoided

® Ensure that no liquid runs down the touchscreen. Liquid may be drawn through the dust protection sealing by capillary
forces and cause malfunction of the display. To clean the touchscreen, moisten a soft lintfree cloth with water, ethanol, or a

mild detergent and carefully wipe the display. Wipe dry with a paper towel.

CAUTION Damage to the instrument [C10]
f Do not use bleach, solvents, or reagents containing acids, alkalis, or abrasives to clean QlAcuity.
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CAUTION

>

Damage to the instrument [C11]
Do not use spray bottles containing alcohol or disinfectant to clean surfaces of the QlAcuity. Take special
care while cleaning the extended drawer that no liquid is spilled into the inside of the instrument.

>

Risk of fire (w24]
Do not allow cleaning fluid or decontamination agents to come into contact with the electrical parts of the
QlAcuity. Take special care while cleaning the extended drawer that no liquid is spilled into the inside of
the instrument.

23
>
~
Z
P4
@

>

Risk of electric shock [w24]
Do not open any panels on the QlAcuity.

Risk of personal injury and material damage

Only perform maintenance that is specifically described in this user manual.

>

WARNING | Hazardous chemicals and infectious agents [w24]
The plates may contain hazardous material and must be disposed of properly. Refer to your local safety
regulations for proper disposal procedures.

WARNING | Risk of personal injury and material damage wi]

Improper use of the QlAcuity may cause personal injuries or damage to the instrument. The QlAcuity must
only be operated by qualified personnel who have been appropriately trained.

Servicing of the QIAcuity must only be performed by a QIAGEN Field Service specialist.

23
>
~
Z
P4
@

Risk of explosion [w23]

When cleaning the QlAcuity with alcohol-based disinfectant, allow flammable vapors to disperse.

s
Z
Z
o)

Risk of fire or explosion [w23]
When using ethanol or ethanol-based liquids on the QlAcuity, handle such liquids carefully and in
accordance with the required safety regulations. If liquid has been spilled, wipe it off and allow flammable
vapors to disperse.

WARNING

>

Toxic fumes (w23]
Do not use bleach to clean or disinfect the QlAcuity.
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WARNING | Toxic fumes [w23]
f Do not use bleach to disinfect used labware.

8.2  Servicing

Contact QIAGEN Technical Services or your local distributor for more information about flexible Service Support Agreements
from QIAGEN.

WARNING | Risk of personal injury and material damage w1l
Improper use of the QlAcuity may cause personal injuries or damage to the instrument. The QlAcuity must

A only be operated by qualified personnel who have been appropriately trained.

Servicing of the QlAcuity must only be performed by a QIAGEN Field Service specialist.

8.3  Regular maintenance procedure of QlAcuity

Clean the instrument on a regular basis, especially if fluids have been spilled on the instrument. See Cleaning agents for the
recommended cleaning agents you can use to clean the QlAcuity instrument. All outer surfaces of the instrument, including the
touch display, and the extended drawer can be cleaned.

8.4  Periodic maintenance

8.4.1 Air filter change

We recommend that you change the air inlet filter of the instrument once per year. This will be part of an annual scheduled

service visit. When operating the instrument in unusual dusty environments, a more frequent filter change might be necessary.
Note: Air filters can be ordered separately. See Ordering information for more information.
Follow these steps for changing the air filter:

1. Turn off instrument and remove power cord.

2. Reach under the front of the instrument and push both buttons simultaneously.
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3. Remove the filter from the swing-out filter compartment.
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4. Replace with a new filter and push the compartment to the top to close.

8.4.2 Calibration of thermal cycler

The thermal cycler is designed to operate with the same specifications over the lifetime of the instrument. To ensure and verify

the quality of the cycler, the calibration of the thermal cycler is part of an annual scheduled service visit.
8.5 Decontaminating the QlAcuity

If the QlAcuity is contaminated with infectious material, it should be decontaminated. If hazardous material is spilt on the outer
surfaces or the plate trays of the QlAcuity, the user is responsible for carrying out appropriate decontamination. If damaged

plates were used and the inside of the instrument is contaminated, please contact QIAGEN Technical Services.

The QlAcuity should also be decontaminated before shipping (e.g., back to QIAGEN). In this case, a decontamination certificate

must be completed to confirm that the decontamination procedure has been carried out.

To decontaminate the QlAcuity, follow the procedure in section Disinfection, using the recommended disinfection agents.

8.6  Regular maintenance procedure for QlAcuity Instrument Software

The QlAcuity stores various information about the runs and plates used in the instrument. Images created during the runs are
deleted automatically after they are transferred to the QlAcuity Software Suite. If the instrument is not connected to the Software

Suite, the data is cached on the local storage until a connection to the Software Suite is established. Other plate information is

saved on the local storage of the device as temporary data.
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8.6.1 Deleting temporary data

You can remove temporary data from the instrument to save space on the local storage or to clear some space on the disk when
the disk space becomes full. The current state of available storage is shown in the Storage Info pane and the below Disk Monitor

icon (once clicked).

When the disk space is running low, a notification is shown to all users. Operators do not have permission to delete the temporary

files, and they are instructed to contact their administrator.

1. Tap the Tools IT icon.
2. Tap Data Management.

) -
sssss ¢ OT o6
[ ] * . . :
Running Status Toals Configuration  Disk Monitor Network Alarm
— QIAGEN

DataManagemert | Seli-Check | Senvicing

'USB drive is not connected.
Connect the USB drive
ta download the file.

Support Package Storage Info
Force dlear images
Select your preferred time frame to Disk space usage
be covered within the support In order 1o remove:allimages.
package: please click the following
Total: 28.87 GB button. All the images will be
Last 2 weeks free o2 o8 permanenty removed

(® Dovmioad to USB siick

Upload to Software Suite

Hand: Idle Scanner: |dle Prime/Roller: |dle Cycler 1: Idle Cycler 2: Idle Imager: Idle admin em

3. To clear the data, tap Force clear images. Click OK in the confirmation dialog box to delete the data. Images from the

system and database will be removed.

[i] Force clear images

Please make sure there are no runs in progress
The operation is irreversible, all images will be permanently lost

Are you sire you want to remove all images?
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8.7  Regular maintenance procedure for QlAcuity Software Suite

To monitor the space of your disk, click Disk monitor in the main toolbar. This shows an overview about the state of the disk, disk

name, and disk path. It also shows the remaining free space and total space of your disk.
Disk Space Monitor

Free space: 859.93 GB

§  State: (EIIW Default Disk €\ (90.27%)

Total space: 952.64 GB

Disk monitor overview.
There are four different disk states possible regarding the availability of free space.

Table 20. Disk status

State Meaning Flag
Normal No threshold has been reached None
Warning Disk space reached the warning level, there is Yellow dot in disk monitor icon

only disk space for a few runs left
Critical No disk space left to store more run data Red dot in disk monitor icon

Unavailable The disk is not available. None

To free up disk space, you can export and delete used plates. See Managing your plates for more information about exporting

and deleting plates.

Note: It is recommended to check the free disk space on a regular manner and to archive or delete data appropriately.
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9  Troubleshooting

9.1  General information

This section provides information about what to do if an error occurs while using QlAcuity.

9.2  Contacting QIAGEN Technical Services

Whenever you encounter a QlAcuity error, ensure that you have the following information at hand:
Software version

Sample input material

Detailed description of the error situation

Serial number of the instrument

This information will help you and your QIAGEN Technical Service Specialist to deal most efficiently with your issue.

Note: For most cases, to allow proper analysis of an error situation, the support package either from the instrument and/or the

Suite is required. Refer to Creating a support package.

Note: Information about the latest software and protocol versions can be found at www.qgiagen.com/MyQIAcuity. In some cases,

updates may be available for addressing specific problems.
9.3  Performing a self-check on the QlAcuity instrument

The QlAcuity software can perform a self-check of the instrument to check the state of the device. There are two types of self-

checks:

® Quick fest: This test does not include any hardware movement
e Extended fest: This test includes hardware movement. All modules return to their initial positions. If a plate is detected in the

gripper, the plate is returned to the drawer.

To start a self-check, follow these steps:

1. Tap Tools Ir.
2. Tap Self-check.
3. Tap Quick Test or Extended Test depending on the type of test you want to perform.
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4. The instrument starts the test. The ongoing actions and their statuses are shown in the Log File Preview pane. The log from

the test can be downloaded as part of a support package. For more information about support package, see Creating a

support package.

00000 KT ﬁ% '?:il

.: .I !‘E.Eh.l Running Status Tools Configuration Disk Monitor Network Alarm

DataManagement ~ Backup  Self-Check  Servicing

This action is used to check all modules of the instrument. Select the test you want to perform.

Start Quick Test Start Extended Test ’ | Start Sensor Check

Log File Preview

Hand:Idle  Scanner:ldle  Prime/Roller: Idle  Cycler 1:ldle  Cycler 2:dle  Imager: Idie DPCRService (Senvice) <)

9.4  Creating a support package with the QlAcuity instrument software

You can create a support package in case of an error. The support package can be uploaded to the Software Suite or saved to

a USB drive.

To create a support package and upload it to the Software Suite, follow the steps below. The QlAcuity Software Suite will

combine the support package from the instrument and the Software Suite.

1. On the toolbar, tap Tools.

2. Tap Data Management.
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amﬁ Running Status Tools Cenfiguration Disk Monitor Network Alarm
Data Management | Seli-Check = Servicing
USB drive is not connected.
Connect the USB d
to download the
Suppert Package Storage Info
Force clear images.
Select your preferred tme frame to Disk space usage
e covered vithin the support In order to remove all mages,
e s ciok e ooning
N Total: 2887 GB button. All the images wall be:
Last 2 weeks [i] Froe: 2282 GB permanently removed.
@ Download 1o USB stick
Upload to Software Suite
Create & Download
Hand: Idle Scanner: Idie Prime/Roller: Idle Cycler 1: Idle  Cycler 2: Idie Imager: Idie admin 'Jm

3. In the Support package pane, select Upload to Software Suite.

4. To set the timeframe of the support package, tap Set timeframe EIEZH The default timeframe is the last two weeks.

5. Tap the applicable option for your preferred timeframe.

O Tap Today to create a support package for the current day.

O Tap Last week or Last 2 weeks to select either the last week or the last two weeks.

O To set a custom timeframe, tap From and select a start date from the calendar. Then, tap To and select an end date from

the calendar.

6. Tap Apply to save the changes.

Set Support Package Timeframe

‘ Today ‘ | Last week
From To
2023/04/06 2023/04/20

12

26

Set Support Package Timeframe dialog box.

7. Tap Create & Download.
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8. A progress bar is shown. To cancel the download, tap the progress bar. Once the download is complete, a notification is
displayed.

To create a support package and save it on a USB drive, follow the steps below.

1. On the toolbar, tap Tools I

2. Tap Data Management.

N v
@ I Y R
00000 %2 =

.: .I I.E.Eﬁ Running Status Tools Configuration Disk Monitor Network Alarm

Data Management | Self-Check Senicing

® USB drive is not connected.
Connect the USB drive
1o download the file.

Support Package Storage Info
Force clear images
Select your preferred time frame to Disk space usage
be covered vithin the support In order to remove all images,
package: please click the following
S button. All the images will be
Last 2 weeks Free: 23.82 GB permanently removed.

@ Download to USB stick

Upload to Software Suite

Create & Download

Hand: Idle  Scanner: Idle  Prime/Roller: Idle  Cycler 1: [dle  Cycler 2: Idle Imager: Idle admin '—m

3. Connect a USB drive to the instrument. Wait for the device to detect the USB drive. A notification is displayed once the
drive is connected.
00000 L i

o000 . . .. Tools Configuration  Disk Monitor

N Network Alarm

DataManagement | Seff-Check Servicing

@ USB drive is connected.
Tap this to safely
remove the USB drive.

Support Package Storage Info
Force clear images
Select your preferred time frame to Disk space usage
B o G e B n order to remove all images.
peckiige . 17% please click the following
y— button. All the images vl be:
Last 2 weeks [i] Free: 238268 permanently removed.

@ Download 1o USB stick

Upload to Software Suite

Hand:Idle  Scanner: ldle  Prime/Roller: Idle  Cycler 1: [dle  Cycler 2: Idle Imager: Idle admin ﬁm

4. In the Support Package pane, Select Download to USB drive.

5. To set the timeframe of the support package, tap Set timeframe [, The default fimeframe is the last two weeks.
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6. Tap the applicable option for your preferred timeframe.

O Tap Today to create a support package for the current day.
O Tap Last week or Last 2 weeks to select either the last week or the last two weeks.
O To set a custom timeframe, tap From and select a start date from the calendar. Then, tap To and select an end date from

the calendar.

7. Tap Apply to save the changes.

Set Support Package Timeframe ®
‘ Today ‘ | Last week “« March 2023 April 2023 »
Su Mo Tu We Th Fr Sa Su Mo Tu We Th Fr Sa
1 28 a 1
5 6 7 8 9 10 11 2 3 ¢« s [EE
From To

2023/04106 2023104720 12 13 1 15 16 17 1o S I N N N

16 17 18 19
19 20 21 22 23 24 25 -

26 27 28 29 30 31

cmce' -

Support Package

Select your preferred time frame to
be covered within the support
package:

2019/04/15 10 2019/04123

(®) Download to USB stick

Upload to Sofiware Suite

|| 10% |

Downloading package. Tap to cancel.

8. Tap Create download.

9. A progress bar is shown. To cancel the download, tap the progress bar. Once the download is complete, a notification is

displayed, and the USB drive can be removed from the instrument.
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9.5  Creating a support package with the QlAcuity Software Suite

1. Select a plate in the plates overview.

2. Click the left side of the screen on Support Package.

A new window pops up, where you can specify what kind of support package you want to generate and from which time
frame.

PLATE CONFIGURATOR
Generic_Plate_96well_8.5K - Upgraded

General Data

dPCR parameters
— _ The volume of this nanoplate is not yet optimized
You can work with these results, however, in order to get the most accurate results, please click the Upload
Samples & controls VPF button and follow the instruction.
Gl Plate name * Characters left: 64
Generic_Plate_96well_8 5K - Upgraded
@ Andlyze
£] Reports ciiald o
o B Nanoplate 8 5K 96-well v
IT Support package Description Characters left: 2000
M Delete
Labels Labels left: 10
Confirm each label with "Enter’ buttor

Plate Ownership *

admin admin (admin) () " .

Barcode
You may scan it using Ut canner, enter it now or scan it later, by the instrument ¥ Scan
PLATE CONFIGURATOR
Generic_Plate_96well_8.5K - Upgraded
General Data
dPCR parameters
The volume of this nanoplate is not yet optimized
Reaction mixes E
You can work with these results, however, in order to get the most accurate results, please click the Upload
VPF button and follow the instruction
Samples & controls
Plate layout Plate name * Characters left: 64
Generic_Plate_96well_8.5K - Upgraded
[ Analyze
Plate type
{1 Reports
3 Bxport Nanoplate 8.5K 96-well -
IT Support package Description Characters left: 2000
M Delete
Labels Labels left: 10

Confirm eat bel with ‘Enter’ buttor

Plate Ownership *

admin admin (admin) e -

Barcode

You may scan it using USB scanner, enter it now or scan it later, by the instrument ¥ Scan
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Plates Templates Disk Space Archive
2000 P! P

SUPPORT PACKAGE
Demo run

Support package details
Please select package details:

() standard package
combined images and legs

(® extended package
raw images and logs (= 20 MB)

Select date range  20/04/2023 - 20/04/2023

Download

Note: The standard package includes the log files and a combined image view of all wells. The extended package includes
the log files and the raw images of each single well. By clicking on the calendar symbol, you can define the time frame

from which the support package shall be generated. Click Download to download the support package as zip file.

9.6  Troubleshooting the instrument and software

Comments and suggestions

Installation and maintenance

a)  Instrument doesn’t power on  Check if the power outlet is working properly and the correct voltage is applied. Check the correct connection of
the power cable between power outlet and instrument power inlet. If the instrument fuses are blown, please contact
QIAGEN Technical Services.

b)  Handler blocked If the hand can’t move freely during initialization of the instrument, please check if the transport locking screw was
removed according to the installation procedure.

c)  Overheating If an overheating error is shown or the instrument shuts off during an operation, please ensure correct ventilation of
the instrument and correct environmental conditions according the installation section requirements. Please ensure
that the air filter is not clogged and exchanged on a regular basis.

d)  The connection between the  The QIAcuity Software Suite requires a new certificate. Open the Control Panel on the Windows PC and search
instrument and the QlAcuity  for “Programs and Features”. Right click on QlAcuity Software Suite program and choose the Change option. You

Software Suite is not will see a window, offering three options (Repair, Uninstall, and Cancel). Before starting the repair function,
working after the connection  please ensure that the cable is properly connected to a laptop and the Instrument or a network, depending on the
was changed from a direct selected setup. Click the Repair button and proceed with the instructions. Then, restart the laptop. See section

to a LAN connection or vice Renew certificate for more details.
versa, or after a network IP
reassignment (e.g., via
DHCP settings).

Note: Do not use the uninstall option as this would delete all existing plate data.
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Comments and suggestions

e) A data directory was
detected as an “unknown
variable postgresglini” error
that occurred during
installation

Plate loading

a)  Plate presence/orientation
b)  Plate Seal presence
c)  Drawer blocking

d)  Plate refrieving

e)  Plate barcode cannot be
linked to an experiment; or
Plate barcode cannot be
read

f) Run cannot start

Mechanical

Frame of instrument is distorted (e.g.,
uneven, unstable or not level)

Electronic

a)  Display does not turn on

b)  Error when copying files to

usB

c)  USB device not detected

d)  Llogin screen not visible
when starting instrument

e)  Starting of instrument takes
long

Application

a)  Images or analysis data
cannot be viewed

b)  Poor or no amplification
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Ambient temperatures of below 17°C (63°F) require an equilibration phase of approx. 30-60 min at the location
where the instrument will be used before the instrument is powered on

The instrument detects the proper orientation of the plate. Please ensure that the barcode is pointed to the
instrument back and the microstructures to the bottom.

A missing Plate Seal is detected by the instrument. Please ensure that always a closed plate with Plate Seal is
loaded into the instrument. A run cannot be started if a plate seal is not detected by the instrument. Only use
QIAGEN products for closing the plates.

If the drawer is retrieved and blocked, please ensure that the plate is correctly loaded into the drawer and parallel
to the base surface of the drawer.

If a plate couldn’t be retrieved correctly in the instrument, please ensure that the Plate Seal is applied properly and
not overlapping more than Tmm at the plate side surfaces.

Check for any typo in the plate barcode of the experiment in the QlAcuity Software Suite.

Check if the QlAcuity Software Suite is online.

Ensure that the instrument is placed on a stable, flat and level surface as described in Installing the QlAcuity.

Do not touch the display with excessive force or use corrosive chemicals to clean the display surface.
Contact QIAGEN Technical Services for repair.

Power OFF the QlAcuity, wait for a few minutes, and power it ON again. Save the file(s) to the USB stick again.
Check the USB stick on a PC to ensure it is functional. If the error persists, contact QIAGEN Technical Services.

Power OFF the QlAcuity, wait for a few minutes, and power it ON again. Insert the USB stick info the USB port.
Check the USB stick on a PC to ensure it is functional. If the error persists, contact QIAGEN Technical Services.

If the touchscreen does not display the login screen, but instead a software update message is shown, power OFF
the QlAcuity and wait for a few minutes. Ensure that the USB stick is not inserfed in the USB port. Power ON the
QIAcuity again. The login screen should be visible. If the error persists, contact QIAGEN Technical Services.

After Update of the instrument software the Firmware Update might be run in the background causing a long
starting period. ( up to 60 minutes)

Check the connection to the QlAcuity instrument.

Check if the correct protocols and reagents have been used.

Check if the reaction was set up correctly.

Check the cycling and imaging conditions.

Check if correct restriction enzyme was used when using gDNA as template material.

Check the starting quality and quantity of the template. We recommend that you use QIAGEN kits for sample
preparation.
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Comments and suggestions

c)

d)

e)

g

h)

Software

a)

b)

c)

d

e

g)

No clear separation
between positive and
negative partitions

Images are saturated

Sample result is O copies/pl
or infinite in absolute
quantification

Sample results of replicates
differ a lot

High copy number in NTC

Lower RFU of negative
partitions in NTC/samples
with low number of positive
partitions

The confidence interval is
wide
Vertical stripes in the images

Double positive or double
negative signals

Fetch error while accessing
the Users list in User
Management

The QlAcuity Software Suite
does not start

Installation of QlAcuity
Software Suite failed

Disc space is critical in the
QlAcuity Software Suite

User forgot password

Communication error
between QlAcuity instrument
and software

Instrument software or
Software Suite is

unresponsive

Startup of instruments
displays an error
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Check if the correct protocols and reagents have been used.

Check if the reaction was set up correctly.

Check the cycling and imaging conditions.

Check if correct restriction enzyme was used when using gDNA as template material.

Check the starting quality and quantity of the template. We recommend that you use QIAGEN kits for sample
preparation.

Re-image the plate with 30% lower exposure duration (see also section Image quality control)

If your concentration is O copies/pl, although the sample is not an NTC, check the Histogram or 1D Scatterplot for
this well. In case you have nearly only positive partitions in the well, a proper auto-threshold setting was likely not
possible. Please check also if the image of the well is too dark, and in case re-image the plate with 30% higher
exposure time or gain settings.

Check the images for blacked-out areas, that can occur, e.g., due to bad filling or areas of low amplification (see
section Image corrective measures)

Check the images or signal map for dust or other particles. In case, wipe the plate with a lintfree tissue (optionally,
use ethanol) and re-image the plate.

The signal intensity might be lower in images with high number of negative partitions. There’s no influence on the
result analysis, as the signal to noise is not affected.

The number of valid partitions is low. Check the images for blacked-out areas, that can occur, e.g., due to bad
filling or areas of low amplification (see section Image corrective measures)

Please re-image the plate for proper image analysis

The double positive or double negative signals could have different root causes. One of the reasons for observing
double signal bands could be suboptimal assay designs, such as cross-hybridization of probes to unspecific targets
or secondary offtarget amplification products. Besides assays-related causes, improper crosstalk compensation
could also be the root cause. An insufficient compensation or overcompensation of crosstalk from neighboring
channels could also result in extra signal bands. To determine the main root cause, re-image the plate with 30%
less exposure times for affected channel. If double bands disappear or get much closer to each other after re-
imaging, they are most likely to be caused by improper crosstalk compensation rather than assay-related issues.

If such error occurs, please contact QIAGEN Technical Service in order to solve the issue.

Check that the software is installed on the laptop. Check the operating system. The QlAcuity Software Suite can
only be operated and Windows 10.

Check the firewall settings on Windows and router to make sure that the following ports: 8080, 8687, 9595,
44321 are available and opened in the network.

Delete plates from the plates overview.

Administrator to log-in, change the password for the user. If administrator forgot the password, contact QIAGEN
Technical Service.

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.

Re-start the QlAcuity instrument or the notebook where the QlAcuity Software Suite is installed

The required plate recovery task cannot be performed because there are no plate slots available in the tray.
Remove all loaded plates before you proceed. Press Restart to start recovery.
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Comments and suggestions

h)

n)

Error 205 or Error 32

Error 490

Unidentified error occurs
during upgrade

Error 711 and Error 995

Error 300 during startup of
instrument

Error 33

Empty running screen and
CSW version 0.0.0.0 and
no connection with Network
and Software Suite

QlAcuity User Manual 05/2023

The error can occur in different situations:

A) Please make sure that the selected Plate type corresponds with the entered barcode, if manually entered. If not
matching, it will lead to an error on the instrument (error 205).

B) Please make sure that after the first successful suite connection, the instrument is restarted to allow automatic
synchronization of labware files.

The error can occur after a plate was processed and a failure in image transfer to the Suite was detected. The
Suite rejected a data package due to improper format. Please see if all images are available in the Suite. If you
find images missing, add an additional imaging step to recover the data.

Please check the log file for following entries: “Backup failed: Backup fail: There is not enough disk space for
backup” or “Data size: x MB, free disk space: x MB”

The error can occur if there is a connectivity issue detected between instrument and Software Suite. Please check
your connection settings. A renew of QlAcuity Software Suite certificate could help. Please refer to section Renew
certificate.

The Thermocycle requires a minimum ambient temperature inside the instrument of 17°C. Thus, the Error 300
might occur in locations, where room temperature could sink below 17°C. If the Error 300 is raised during start
up, when the instrument has been shut down for a longer period, a warm-up phase is required. Please turn on the
instrument for 30-60 min. After this time clear the Error and restart. The instrument should start without an Error. If
the Error persists, please contact QIAGEN Technical Services.

The error can occur if the instrument was shut down with plates loaded to all plate slots or an error occurred in a
fully loaded instrument. During startup, the instrument starts a recovery sequence requiring a free slot in the
drawer. Therefore, Error 33 is raised and asks you to unload at least 1 slot, clear the error, and restart.

The error can occur very rarely after clearing errors and can be solved by restarting the instrument.
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9.7  Accessing the system status and clearing errors
Note: Only administrators can access the instrument status.

The QlAcuity allows you to see the status of each of its modules. This is especially useful when a hardware error occurs. Details
about errors that occurred on the instrument are shown in the System Status section. After viewing the information, administrators

can clear errors and restart the instrument to initialize all the modules.
To access the System Status environment and clear errors, follows the steps below.

1. On the toolbar, tap Tools.
2. Tap Servicing.

3. In the Servicing tab, tap System Status.

ssese o3 ﬁ% ql::]

20000
Running Status Disk Menitor Network Alarm
— QIAGEN
System Status
Upper Tray Lower Tray Hand Barcode Scanner
Status: Status: Status: Status:
Error! Na arror Na arror Na arror

number of armar; 2

e e

Prime-Roll Cycler 1 Cycler 2 Imager
Stalus: Status: Status: Status;
No ermor No error No error No error
Clear Error Clear Error Clear Erar Clear Error

< Back to Servieing overview

Mand: Idie  Scanner; % Prime/Rolier: (o Cycler 1: i@ Cycler 2:iske  Imager: Idle admin ]

System status environment on the QlAcuity Eight after an error occurs.

4. To clear an error, tap Clear error.

5. If the error that occurred affects the tray(s), tap More details. To clear a tray-related error, tap Clear error in the dialog. The
dialog box contains five items that can be cleared for each tray, such as motor and slot numbers (based on Insrument

Version).

Note: In QlAcuity Eight, the More details button is located in the Upper Tray and Lower Tray panes. In the QlAcuity Four
and QlAcuity One, the More details button is located in the Tray pane.
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Upper Tray Detail Status

Motor Slot 1 Slot 2
Status: Status: Status:
Error 660: drawer homing error Error 644: plate still detected Ne error

Clear Error Clear Error

Clear Emor
Slot 3 Slot 4
Status: Status:
No error No error
Clear Error Clear Error

6. Restart the instrument. The instrument initializes and all modules are returned fo their home positions.

Note: If the affected module is not working after you cleared the error and restarted the instrument, contact QIAGEN
Technical Services.
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10 Glossary

Glossary terms are listed in alphabetical order.

Term Description
Acquisition The collection of fluorescent data at the end of the run
Channel A channel consists of a light emitting diode (LED) with an excitation filter paired with an emission filter

Confidence Interval
dPCR parameters

Environment

Error code
Exposure duration

Gain

GUI

Initialization

Nanoplate

Optical configuration

Partition
Plate seal

Power switch

Priming
Rolling
Support Package

Touchscreen

VPF
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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 the camera.

Indicates the range of values that is likely to contain the true parameter value
Parameters specifying a PCR run (e.g., number of cycles, temperature, acquisitions, etc.)

The QlAcuity Software Suite consists of several environments (e.g., “Plates”, “Templates”, “Analysis”, “Report”). In
these environments, certain tasks can be performed, such as setting up a run or analyze data.

A 3- or 4digit number that indicates an error of the QlAcuity
The length of time the samples are exposed to light during the fluorescens acquisition

A setting to amplify the fluorescence signal

If the gain is set too high, the signal is oversaturated. If the gain is set too low, it is not possible to differentiate signal
from background noise.

Graphical user interface

An operation performed automatically when the QlAcuity is switched on or by initiating a self-check of the instrument, if
required

dPCR plate with several single partitions

The optical configuration of a QlAcuity instrument is described by the available channels to defect fluorescence signals.
The optical configuration differs between different types of the QlAcuity instruments.

Compartment in the Nanoplate where the PCR reaction takes place
Foil to be applied on top of the plate to prevent evaporation and contamination

A button located at the front of the QIAcuity in the bottom-right corner

It allows the user to switch the QIAcuity on and off; inner position is ON and outer position is OFF.
Filling of the partitions with the reaction volume
Separation of the single partitions filled with the reaction volume

Information wrapped up in a *.zip file to be sent via an email program to QIAGEN Technical Services to inform
QIAGEN what went wrong at the customer's site and how to help the customer

The user interface that allows the user to operate the QlAcuity

Volume Precision Factor. The VPF specifies the exact cycled volume of a well within a Nanoplate and therefore further
increases precision of concentration calculation in each well.
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Appendix A — Technical Data

QIAGEN reserves the right to change specifications at any time.
Operating conditions

Power 100-240 V AC, 50/60 Hz, Mains supply voltage fluctuations are not to exceed 10%
of nominal supply voltages.
Maximum power consumption:
QlAcuity One, 2plex: TOOOVA
QlAcuity One, 5plex: T000VA
QlAcuity Four: TOO0OVA
QlAcuity Eight: 1500VA

Fuse 2x T12A L 250V

Overvoltage category Il

Air temperature 15-32°C (59.0-89.6°F)
Relative humidity 10-75% (non-condensing)
Altitude Up to 2000 m (6500 ft.)
Place of operation For indoor use only
Pollution level 2

Environmental class 3K21 (IEC 60721-3-3)
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Transport conditions
Air temperature
Relative humidity
Environmental class
Ambient pressure
Storage conditions
Air temperature
Relative humidity
Environmental class

Ambient pressure

-25°C to 60°C (-13°F to 140°F) in manufacturer’ s package
5% to 85% (non-condensing)
2K11 & 2M4 (IEC 60721-3-2)

700 to 1060 hPa

5°C to 40°C (41°F to 104°F) in manufacturer’s package
5% to 85% (non-condensing)
1K21 (IEC 60721-3-1)

700 to 1060 hPa

Mechanical data and hardware features

Dimensions
Four/Eight

Dimensions

One

Mass

Thermal specifications
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Width: 60 cm (23.6 in.)
Height: 58 cm (22.8 in.)
Depth: 65 cm (25.6 in.)

Width: 38 cm (15.0 in.)
Height: 45 cm (17.7 in.)
Depth: 65 cm (25.6 in.)

QlAcuity One: 36.0 kg (79.4 1b.)

QlAcuity Four: 43.0 kg (94.8 |b.)

QlAcuity Eight: 55.0 kg (121.3 Ib.)

Accessories: 3.0 kg (6.6 Ib.)

Process temperature: 35°C to 99°C

Ramp rate: approx. 3.0°C/s

Accuracy: £1°C

Homogeneity (over plate surface): +1°C

The QlAcuity Eight features two Thermocyclers that are operated in parallel
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Optical specifications

Capacity

Touchscreen

(Four/Eight)

Touchscreen
(One)
Acoustic emission

USB drive

Handheld scanner
(optional)
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The 2-plex version features the channels Green and Yellow and the 5-plex version all
following channels:

Channel Green Yellow Orange Red
Excitation in nm 463-503 514-535 543-565 570-596
Emission in nm 518-548 550-564 580-606 611-653

Excitation by high power white LED with average 4750 lumens
Image acquisition by CMOS camera with 6.3 MP

Up to 96 samples per plate. Maximum plate capacity depends on the configuration
(One, Four, Eight)

10.1” LCD Touch, active area 218.0 x 136.6 mm, resolution 1280*800 HD

7.0" LCD Touch, active area 150.4 x 94.2 mm, resolution 1280*800 HD

QlAcuity One: Max. 57.4 dB(A)

QlAcuity Four/Eight: Max. 54.6 dB (A)

USB2.0 8GB

Compatible OS: Windows 8, Windows 7, Windows Vista, Windows XP (SP3 or
later); Mac OS X 10.1 or later

Operating temperature range: 0 to 35°C

Operating humidity range: 10 to 90% (with no condensation)

Storage temperature range: =20 to 60°C (-4 to 140°F)

Storage humidity range: 10 to 90% (with no condensation)

Formatting: FAT32

Scan Pattern: Area Image (1280 x 800-pixel array)

Motion Tolerance: Up to 89 cm/s (35 in/s)

Print Contrast Ratio: 15% (minimum)

Decode Capability: Reads standard 1D,

2D, Postal and stacked codes

Resolution: 1D Linear: 0.102 mm/4 mils; PDF417: 0.127 mm/5 mils; Data Matrix:
0.195 mm/7.5 mils
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Declaration of conformity

Name and address of the legal manufacturer:

QIAGEN GmbH

QIAGEN Strasse 1

40724 Hilden

Germany

An up-to-date declaration of conformity can be requested from QIAGEN Technical Services.
Waste Electrical and Electronic Equipment (WEEE)

This section 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 treatment facility or to a designated collection point for recycling, according to local laws and regulations.

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.
To recycle 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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California Proposition 65

WARNING Using this product can expose you to chemicals including lead acetate, which is known to the state of
California to cause cancer and DEHP, which is known to the State of California to cause birth defects
and/or other reproductive harm. For more information, go to www.P65Warnings.ca.gov

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.

Declaration list of China RoHS (SJT 11364-2014)

The environmental friendly use period of the QIAcuity instruments is 25 years. The marking for the Restricted Use of Hazardous
Substances in Electronic and Electrical Products (SJ/T 11364-2014) is shown in Table 21.
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Table 21. Marking for the restricted use of hazardous substances in electronic and electrical products (SJ/T 11364-2014)

Part Name - ZBF& 5 Toxic or Hazardous Substances and El t- BEREENYFE RS
Lead (Pb) 4% Mercury (Hg) & Cadmium (Cd) 44 Hexavalent Polybrominated Polybrominated
Chromium (Cr6+)  biphenyls (PBB) £  diphenyl ethers
I PRI (PBDE) % JRIE7
ik
Plastics - ¥2%4
Enclosure/Plastics parts - 745 o o o o o o
JEERL B
Mechanical units - HLHEZRS
Chassis/Moving parts - &5/ O o o o o o
A ED
Shielding/apertures/ covers - O (@) O O (o] O
B/E/=
Electrical Units - HL 3% 385
PCBs a. components/ Sensors X O O (@) O O
- EDRRIEB B AR ER 5 /1E Rheg
Power supply - E3JR X © o o © o
Cables - #1458
Connecfing cables - a5 O o o o o o
Motors - HLHL
Motors/Pumps/Fans - B34/ o o o o o o
RINER
Optical Parts - #0101 [
Filter, Lenses - JE Y 88/4 3k o o o o o o
Heating Unit - i &
Thermocycler -8t v o O o o O o

Note: This table is prepared in accordance with the provisions of SJ/T 11364.

O: Indicates that this toxic or hazardous substance contained in all of the homogeneous materials for this part is below the limit requirement in GB/T 26572.

O: KERATF UMM ERAEENEE LA SHE TSR HINTICE/T 26572 ERBIUT

X: Indicates that this toxic or hazardous substance contained in at least one of the homogeneous materials used for this part may be above the limit requirement in
GB/T 26572.

X: RRATFUAGEHNED —MULRYEEZESRE A TYRAMFAIEEEGB/T 2657289 E R UL
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Appendix B — QlAcuity Accessories

For more information and an up-to-date list of available protocols, visit www.qiagen.com.

Ordering information

Product

Contents

Cat. no.

QlAcuity One, 2plex Platform
System FUL-1*

QlAcuity One, 5plex Platform
System FUL-1*

QlAcuity Four Platform System
FUL-1*T

QlAcuity Eight Platform System
FUL-1*1

QlAcuity, IQ/OQ product

Barcode Hand Scanner, QlAcuity

One-plate digital PCR instrument for detecting up to 2 fluorescent dyes,
notebook computer, Nanoplate Roller, USB flash memory, and
QIAcuity Software Suite: includes installation, training, full agreement
for 1 year with a 2-business day response time, and 1 preventive
maintenance visit

One-plate digital PCR instrument for detecting up to 2 fluorescent dyes,
notebook computer, Nanoplate Roller, USB flash memory, and
QlAcuity Software Suite: includes installation, training, full agreement
for 1 year with a 2-business day response time, and 1 preventive
maintenance visit

Four-plate digital PCR instrument for detecting up to 5 fluorescent dyes,
notebook computer, barcode scanner, Nanoplate Roller, USB flash
memory, and QlAcuity Software Suite; Includes installation, training,
full agreement for 1 year with a 2-business day response time, and 1
preventive maintenance visit

Eight-plate digital PCR instrument for detecting up to 5 fluorescent
dyes, notebook computer, barcode scanner, Nanoplate Roller, USB
flash memory, and QlAcuity Software Suite: includes installation,
training, full agreement for 1 year with a 2-business day response
time, and 1 preventive maintenance visit

Installation Qualification and Operational Qualification of QlAcuity
provides documented verification that the instrument has been properly
installed, and is operating according to the manufacturer’s
specifications. IQ/OQ Service is an on-site qualification service

provided by a certified QIAGEN Service Specialist. This includes labor

and travel

Separate 2D barcode scanner for reading of QlAcuity Nanoplate IDs
outside of the QIAcuity instrument

* Additional instrument and Service bundles are available.

911015

911035

911045

911055

9245414

911106

" For all systems, Installation and Training is included but are additionally available as separate service offerings. For specific catalog numbers and additional
information, visit www.giagen.com or contact your local sales representative.
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Roller, QlAcuity

Air Filter, QlAcuity One (1)
Air Filter, QlAcuity Four/Eight (1)

QIlAcuity Nanoplate 26k 24-well
(10)

QlAcuity Nanoplate 8.5k 24-well
(10)

QlAcuity Nanoplate 8.5k 96-well
(10)

QlAcuity Nanoplate 26k 8-well
(10)

Nanoplate Seals (11)
Nanoplate Tray (2)

QIAcuity Probe PCR Kit (1 ml)
QIAcuity Probe PCR Kit (5 ml)

QIAcuity Probe PCR Kit (25 ml)
QlAcuity EG PCR Kit (1 ml)

QlAcuity EG PCR Kit (5 ml)

QlAcuity EG PCR Kit (25 ml)

Nanoplate Roller for fixing the Nanoplate seal on QlAcuity
Nanoplates

Replacement air inlet filter for QlAcuity One
Replacement air inlet filter for QlAcuity Four and QlAcuity Eight

24-well dPCR Nanoplate with 26K partitions and 40 pl reaction
volume per well, including Nanoplate seals

24-well dPCR Nanoplate with 8.5K partitions and 12 pl reaction
volume per well, including Nanoplate seals

96-well dPCR Nanoplate with 8.5K partitions and 12 pl reaction
volume per well, including Nanoplate seals

8-well dPCR Nanoplate with 26K partitions and 40 pl reaction volume
per well, including Nanoplate seals

Nanoplate seal for sealing QlAcuity Nanoplates
Nanoplate Tray improving plate-handling during pipetting or carrying
1 ml 4x concentrated QlAcuity Probe Mastermix, 2 x 1.9 ml Water

5 x 1 ml 4x concentrated QlAcuity Probe Mastermix, 8 x 1.9 ml
Water

5 x 5 ml 4x concentrated QlAcuity Probe Mastermix, 4 x 20 ml Water

1 ml 3x concentrated QlAcuity EvaGreen Mastermix, 2 x 1.9 ml

Water

5 x 1 ml 3x concentrated QlAcuity EvaGreen Mastermix, 8 x 1.9 ml
Water

5 x 5 ml 3x concentrated QlAcuity EvaGreen Mastermix, 4 x 20 ml
Water

911105

9026699
9026700
250001

250011

250021

250031

250099
250098
250101
250102

250103
250111

250112

250113

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.qiagen.com or can be requested from QIAGEN Technical

Services or your local distributor.
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Appendix C - Informations de sécurité

Avant d'utiliser le QlAcuity, il est impératif de lire attentivement ce manuel et de porter attention aux informations de sécurité.
Pour garantir un fonctionnement de I'appareil en toute sécurité et le maintenir en bon état de marche, il est impératif de suivre

les instructions et les informations de sécurité fournies dans le manuel.

Remarque : les traductions francaise et allemande des informations de sécurité sont disponibles & I'annexe C - Informations de

sécurité et & 'annexe D — Sicherheitshinweise.

Les types d'informations de sécurité suivants sont fournis dans ce manuel.

AVERTISSEMENT | Le terme AVERTISSEMENT est utilisé pour indiquer des situations pouvant entrainer des blessures
personnelles pour vous ou d’autres personnes.
A Les détails concernant ces circonstances sont donnés dans un encadré identique & celui-ci.
ATTENTION Le terme ATTENTION est utilisé pour indiquer des situations pouvant entrainer un endommagement de
I'appareil ou d’autres équipements.
A Les détails concernant ces circonstances sont donnés dans un encadré identique & celuici.

Les conseils dispensés dans ce manuel ont pour but de venir compléter les exigences de sécurité habituelles en vigueur dans le

pays de 'utilisateur, et non de s’y substituer.

Utilisation appropriée

AVERTISSEMENT | Risque de dommages corporels et matériels w1l
Une utilisation inappropriée du QlAcuity peut entrainer des blessures corporelles ou une détérioration de
A I'appareil. Le QlAcuity ne doit étre utilisé que par du personnel qualifié ayant été convenablement formé.
L'entretien du QlAcuity ne doit étre effectué que par un spécialiste de I'entretien sur site QIAGEN.

Procéder & la maintenance comme décrit dans la section Procédures de maintenance. QIAGEN facture les réparations dues &

une maintenance incorrecte.

AVERTISSEMENT | Risque de dommages corporels et matériels (w2]
L'appareil QlAcuity est trop lourd pour étre soulevé par une seule personne. Afin d'éviter tout accident
& corporel et toute détérioration du matériel, ne pas soulever I'appareil seul. La plaque inférieure doit étre
utilisée pour le levage. Ne pas soulever I'appareil en le tenant par I'écran tactile.
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AVERTISSEMENT | Risque de dommages corporels et matériels (w3l
ﬁ Ne pas essayer de déplacer le QlAcuity pendant qu’il est en marche.
ATTENTION Détérioration de I'appareil [C1]

Eviter de renverser de |'eau ou des produits chimiques sur le QlAcuity. La détérioration due & la
projection d’eau ou de produits chimiques annulera la garantie.

En cas d'urgence, éteindre le QlAcuity & I'aide de Iinterrupteur d’alimentation situé & I'arriére de 'appareil et débrancher le

céble d'alimentation de la prise secteur.

ATTENTION

>

[C2]
Utiliser les consommables pour QlAcuity avec le QlAcuity. Ne pas utiliser de plaques sans couvercles. Les
détériorations causées par I'utilisation d’autres consommables annulent la garantie.

Détérioration de I'appareil

>

ATTENTION Détérioration de |'appareil [C3]
é Ne pas faire tomber d’objets dans |'appareil quand le plateau de plaque est éjecté.
AVERTISSEMENT | Risque d’explosion [w4]

Le QlAcuity est congu pour étre utilisé avec les réactifs et les substances fournis avec les kits QIAGEN ou
autrement que de la fagon décrite dans le mode d’emploi correspondant. L'utilisation d’autres réactifs et
d’autres substances peut provoquer un incendie ou une explosion.

ATTENTION Détérioration de |'appareil [c4]
é Ne pas empiler les instruments et ne pas placer de produits sur le QlAcuity.
ATTENTION Détérioration de |'appareil [C5]
é Ne pas vous appuyer contre |"écran tactile lorsqu’il est déboité.
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Sécurité électrique

Remarque : avant |'entretien, débrancher le cordon d’alimentation de la prise de courant.

AVERTISSEMENT |  Danger électrique [ws]
Q Toute interruption du conducteur de protection (conducteur de terre/de masse) & I'intérieur ou & I'extérieur
de |'appareil ou toute déconnexion de la borne du conducteur de protection est susceptible de rendre

I'appareil dangereux.
Toute inferruption intentionnelle est inferdite.

Tensions mortelles a l'intérieur de I'appareil
Lorsque I'appareil est relié & I'alimentation, les bornes peuvent étre sous tension et |'ouverture de capots
ou le retrait d’éléments risque d’exposer des éléments sous tension.

AVERTISSEMENT | Endommagement des composants électroniques [weé]
Q Avant de mettre I"appareil SOUS tension, vérifier que vous utilisez la bonne tension d’alimentation.

L'utilisation d'une tension d’alimentation incorrecte risque d’endommager les composants électroniques.

Pour prendre connaissance de la tension d'alimentation recommandée, consulter les spécifications
indiquées sur la plaque signalétique de I'appareil.

AVERTISSEMENT Risque de décharge électrique (w7l
A Ne pas ouvrir pas les panneaux du QlAcuity.

Risque de dommages corporels et matériels

Effectuer uniquement la maintenance qui est décrite spécifiquement dans le présent manuel d'utilisation.

Afin que le QlAcuity fonctionne de maniére satisfaisante et en toute sécurité, suivre ces instructions :

® le céble d’alimentation doit étre relié & une prise d’alimentation disposant d’'un conducteur de protection (terre/masse).

e Ne pas modifier ou remplacer des composants internes de I'appareil.

e Ne pas faire fonctionner I'appareil en ayant retiré des capots ou des composants.

e Siun liquide s'est répandu & l'intérieur de I'appareil, I'éteindre, le déconnecter de la prise secteusr et prendre contact avec
les services techniques de QIAGEN.

Si I'appareil présente un danger électrique, empécher le reste du personnel de s’en servir et contacter les services techniques de
QIAGEN.
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L'appareil peut présenter un danger électrique dans les cas suivants:

L'appareil ou le cable d’alimentation semble étre détérioré.
Il a été stocké dans des conditions défavorables pendant une longue période.

Il a subi des chocs sévéres durant le transport.

Des liquides entrent en contact direct avec les composants électriques du QlAcuity.

Environnement

Conditions de fonctionnement

AVERTISSEMENT | Atmosphére explosive [ws]
ﬁ Le QlAcuity n’est pas congu pour éire utilisé dans une atmosphére explosive.
ATTENTION Détérioration de |'appareil [Cé]
L'exposition & la lumiére solaire directe peut provoquer le blanchiment de certains éléments de I'appareil
et détériorer les piéces en plastique.

Le QlAcuity doit étre tenu & I'abri de la lumiére directe du soleil.

ATTENTION Risque de surchauffe [C7]
Afin de garantir une bonne ventilation, laisser un dégagement d’au moins 10 cm sur les cotés et & I'arriére
du QlAcuity.

Les fentes et les ouvertures qui garantissent la ventilation du QlAcuity ne doivent pas étre obstruées.

Sécurité biologique

Les prélévements et les réactifs contenant des matiéres provenant d'étres humains doivent étre considérés comme potentiellement
infectieux. Utiliser des procédures de laboratoire sires, comme décrites dans des publications telles que Biosafety in
Microbiological and Biomedical Laboratories, HHS (www.cdc.gov/labs/BMBL.himl).
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Echantillons

Les échantillons peuvent confenir des agents infectieux. Vous devez connaitre le risque pour la santé que ces agents représentent et

vous devez utiliser, stocker et mettre au rebut ce genre d’échantillons conformément aux régles de sécurité nécessaires.

AVERTISSEMENT | Echantillons contenant des agents infectieux [wo]
| Certains échantillons utilisés avec cet appareil peuvent contenir des agents infectieux. Manipuler ces

échantillons avec la plus grande précaution et conformément aux régles de sécurité nécessaires.
Toujours porter des lunettes de protection, 2 paires de gants et une blouse de laboratoire.

La personne responsable (par exemple, le directeur du laboratoire) doit prendre les précautions nécessaires
afin de garantir que le lieu de travail environnant est sir et que les opérateurs de |'appareil sont
convenablement formés et ne sont pas exposés & des niveaux dangereux d’agents infectieux comme cela
est défini dans les fiches techniques santé-sécurité (Material Safety Data Sheets, MSDSs) ou dans les
documents de I'OSHA*, de I'ACGIHT ou du COSHH* applicables.

L'évacuation des vapeurs et la mise au rebut des déchets doivent étre effectuées conformément & toutes les
réglementations et lois nationales, régionales et locales relatives & la santé et a la sécurité.

Produits chimiques

AVERTISSEMENT | Produits chimiques dangereux [w1o]
Certains produits chimiques utilisés avec cet appareil peuvent étre dangereux ou le devenir aprés
I'exécution du cycle du protocole.

Toujours porter des lunettes de protection, des gants et une blouse de laboratoire.

La personne responsable (par exemple, le directeur de laboratoire) doit prendre les précautions
nécessaires afin de garantir que le lieu de travail environnant est sir et que les opérateurs de |'appareil
ne sont pas exposés & des niveaux dangereux de substances toxiques (chimiques ou biologiques) comme
cela est défini dans les fiches techniques de sécurité (Safety Data Sheets, SDS) ou dans les documents de
I'OSHA,* de I’ACGIHT ou du COSHH?* applicables.

L'évacuation des vapeurs et la mise au rebut des déchets doivent étre effectuées conformément & toutes les
réglementations et lois nationales, régionales et locales relatives & la santé et & la sécurité.

* OSHA : Occupational Safety and Health Administration (Administration pour la santé et la sécurité du travail) (Etats-Unis d’Amérique)

T ACGIH : American Conference of Government Industrial Hygienists (Conférence américaine des hygiénistes industriels gouvernementaux) (Etats-Unis
d’Amérique).

1 COSHH : Control of Substances Hazardous to Health (Contréle des substances dangereuses pour la santé) (Royaume-Uni).
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Sécurité de maintenance

A

AVERTISSEMENT/| Risque de dommages corporels et matériels \VARD
ATTENTION Effectuer uniquement la maintenance qui est décrite spécifiquement dans le présent manuel d'utilisation.
AVERTISSEMENT | Risque d'incendie w12]
& Ne pas laisser le liquide de nettoyage ou les agents de décontamination entrer en contact avec les Piéce

électriques du QlAcuity.

ATTENTION Détérioration de I'appareil [C8]
Ne pas utiliser de produit & base d'eau de Javel, de solvants ou de réactifs contenant des acides, des
agents alcalins ou des produits abrasifs pour nettoyer le QlAcuity.

ATTENTION

Détérioration de |'appareil [C9]

Ne pas utiliser pas de flacons pulvérisateurs contenant de I'alcool ou un agent désinfectant pour nettoyer
les surfaces du QlAcuity.

Sécurité contre les rayonnements

AVERTISSEMENT

A\

Risque de dommages corporels [W13]

Lumiére laser avec niveau de danger 2 : Ne pas regarder fixement le faisceau lumineux lors de I'utilisation
du lecteur de code-barres portable.
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Symboles sur le QlAcuity

Emplacement

Description

aque signalétique a |'arriére de |'apparei
Plaque signalétiq |’ de I'appareil

Marquage CE pour la conformité européenne

aque signalétique & 'arriére de |'apparei
Plaque signalétiq |’ de I'appareil

nc N
DA | m |2

Marquage UKCA pour la conformité UK

Plaque signalétique & I'arriére de 'appareil

(]
£/
e~/

G

Label CSA pour le Canada et les Etats-Unis

Plaque signalétique & I'arriére de 'appareil

Marquage RCM pour I'Australie et la Nouvelle-
Zélande

Plaque signalétique & I'arriére de I'appareil

Marquage RoHS pour la Chine (restriction de
"utilisation de certaines substances dangereuses dans
les équipements électriques et électroniques)

Plaque signalétique & I'arriére de I"appareil

Marquage de déchets d'équipements électriques et
électroniques (DEEE) pour I'Europe

Plaque signalétique & I'arriére de 'appareil

Fabricant légal

Plaque signalétique & I'arriére de I"appareil

Consulter le mode d’emploi

Plaque signalétique & I'arriére de I'appareil

Voir chapitre Informations de sécurité pour les risques

Plaque signalétique & I'arriére de I'appareil

Date de fabrication

Sur le tiroir

LB EY O

Risque biologique — certains échantillons utilisés avec
cet appareil peuvent contenir des agents infectieux et
doivent étre manipulés avec des gants.
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Appendix D — Sicherheitshinweise

Vor der Inbetriebnahme des QlAcuity sollten Sie dieses Benutzerhandbuch sorgfaltig durchlesen und die Sicherheitshinweise beachten.
Die Anweisungen und Sicherheitshinweise in diesem Benutzerhandbuch missen vom Benutzer befolgt werden, um einen sicheren

Betrieb des Gerdts zu gewdhrleisten und das Geréit in einem sicheren Zustand zu erhalten.

Hinweis: Ubersetzungen der Sicherheitshinweise in Franzésisch und Deutsch finden Sie in Anhang C - Informations de sécurité

und Anhang D - Sicherheitshinweise.

In diesem Handbuch werden die folgenden Typen von Sicherheitshinweisen verwendet.

WARNUNG Der Begriff WARNUNG weist Sie auf Situationen hin, in denen eine Verletzungsgefahr fiir Sie und

andere Personen besteht.
Ndhere Einzelheiten iiber diese Situationen werden in einem Textfeld wie diesem beschrieben.

VORSICHT Der Begriff VORSICHT wird verwendet, um Sie iiber Situationen zu informieren, in denen das Gerat oder
andere Gerdte beschdadigt werden kénnten.
Ndhere Einzelheiten iiber diese Situationen werden in einem Textfeld wie diesem beschrieben.

Die in diesem Handbuch enthaltenen Hinweise sollen die im jeweiligen Land des Anwenders geltenden Sicherheitsbestimmungen

nicht ersetzen, sondern lediglich ergénzen.

Sachgemafle Handhabung

WARNUNG | Gefahr von Personen- und Sachschéden wi]
Die unsachgeméfe Anwendung des QlAcuity kann zu Verletzungen des Benutzers oder zur
Beschadigung des Gerdts fihren. Die Bedienung des QlAcuity darf nur durch qualifiziertes, entsprechend

geschultes Personal erfolgen.

Die Instandhaltung des QIAcuity darf nur durch einen Service-Spezialisten des QIAGEN AuBendienstes
durchgefihrt werden.

Fihren Sie alle Wartungsarbeiten gemaf3 den Anweisungen im Abschnitt Wartungsarbeiten dieses Handbuchs durch. QIAGEN stellt

Reparaturen, die auf nicht fachgerecht durchgefihrte WartungsmaBnahmen zuriickzufihren sind, in Rechnung.

WARNUNG | Gefahr von Personen- und Sachschéden (w2]
Der QlAcuity ist sehr schwer und sollte nicht von einer Person angehoben werden. Heben Sie das Gerat
& nicht allein an, um eine Verletzung und/oder Beschadigung des Gerdts zu vermeiden. Beim Heben ist
das Gerét an der Unterseite anzufassen. Fassen Sie das Gerét zum Heben nicht am Touchscreen an.
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WARNUNG Gefahr von Personen- und Sachschaden W3]
ﬁ Bewegen Sie den QlAcuity auf keinen Fall wéhrend des Betriebs.
VORSICHT Beschadigung des Gerats [C1]

Verschitten Sie keine Flissigkeiten oder Chemikalien auf dem QIAcuity. Durch verschittetes Wasser oder
verschittete Chemikalien verursachte Schéden fihren zum Erléschen der Garantie.

Schalten Sie den QlAcuity im Notfall am Netzschalter auf der Rickseite des Gerdts AUS und ziehen Sie das Netzkabel aus der

Netzsteckdose.
VORSICHT Beschddigung des Gertits [C2]
Verwenden Sie nur fir den QlAcuity vorgesehene Verbrauchsmaterialien mit dem QlAcuity. Verwenden
Sie keine Platten ohne angebrachte Versiegelung. Kommt es bei der Verwendung anderer
Verbrauchsartikeln anderer Hersteller zu Gerateschaden, erlischt hre Garantie.
VORSICHT Beschédigung des Gerdts [C3]
é Lassen Sie keine Gegenstdnde in das Gerdt fallen, wenn das Plaftentablett ausgeworfen wird.
WARNUNG Explosionsgefahr [w4]
Der QlAcuity darf ausschlieBlich mit Reagenzien und Substanzen aus den QIAGEN Kits bzw. geméf den
Angaben in der entsprechenden Gebrauchsanweisung verwendet werden. Die Verwendung anderer
Reagenzien und Substanzen kann zu einem Brand oder zu einer Explosion fiihren.
VORSICHT Beschadigung des Gerdts [c4]
ﬁ Stapeln Sie keine Geréte aufeinander und stellen Sie keine Gegensténde auf den QlAcuity.
VORSICHT Beschddigung des Gertits [C5]
ﬁ Lehnen Sie sich nicht an den Touchscreen, wenn er herausgezogen ist.
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Schutz vor Stromschlag

Hinweis: Ziehen Sie das Netzanschlusskabel aus der Steckdose, bevor Sie Instandhaltungs-/Wartungsarbeiten an einem Gerdt

vornehmen.
WARNUNG Stromschlaggefahr [w5]
é Jede Unterbrechung des Schutzleiters (Erdungs- bzw. Masseleiter) im Gerat oder auBBerhalb des Geréts und
jede Abtrennung des Schutzleiters am Anschluss der Netzleitung erhht die Gefahr eines Stromschlags.
Eine absichtliche Unterbrechung der Schutzleiterverbindung ist verboten.
Gefahrliche Spannung im Gerat
Wenn das Gerdt an die Stromversorgung angeschlossen ist, sind die Anschlussstellen spannungsfihrend.
Durch das Offnen der Abdeckungen oder das Entfernen von Gehduseteilen kénnen spannungsfishrende
Komponenten freigelegt werden.
WARNUNG Beschddigung von elektronischen Bauteilen [wé]
/_\ Stellen Sie vor dem Einschalten des Gerdts sicher, dass die korrekte Versorgungsspannung verwendet wird.
Eine falsche Versorgungsspannung kann Schaden an der Elektronik hervorrufen.
Uberprifen Sie die empfohlene Versorgungsspannung anhand der technischen Daten auf dem
Typenschild des Gerdts.
WARNUNG Gefahr durch Stromschlag (w7l
ﬁ Offnen Sie keine der Abdeckplatten des QlAcuity.
Gefahr von Personen- und Sachschaden
Es dirfen nur Wartungsarbeiten ausgefihrt werden, die in diesem Benutzerhandbuch konkret
beschrieben sind.

Um einen zufriedenstellenden und sicheren Betrieb des QlAcuity zu gewdhrleisten, befolgen Sie bitte die nachstehenden
Hinweise:

® Das Netzkabel muss an eine Wechselstrom-Steckdose mit Schutzleiter (Erdungs-/Masseleiter) angeschlossen werden.

® Nehmen Sie im Gerdteinneren keine Einstellungen an Gerateteilen vor und wechseln Sie keine Teile aus.

e Nehmen Sie das Gerdt nicht in Betrieb, wenn Abdeckungen oder Teile entfernt worden sind.

e Falls Flissigkeit auf dem Gerdt verschiittet wird und hineinléuft, schalten Sie es sofort AUS, ziehen Sie den Netzstecker und

setzen Sie sich mit dem Technischen Service von QIAGEN in Verbindung.

Falls die elekirische Sicherheit bei der Bedienung des Gerdts nicht mehr gewdhrleistet werden kann, muss das Gerét gegen

Benutzung durch dariiber nicht informiertes Personal gesichert werden. Kontaktieren Sie anschlieBend den Technischen Service

von QIAGEN.
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Die elekirische Sicherheit des Gerdts ist nicht mehr gegeben, wenn:

Umgebung

das Gerét oder das Netzkabel beschéadigt erscheint;
das Gerét fir léngere Zeit unter ungiinstigen Bedingungen gelagert wurde;
das Gerdt unsachgemaf transportiert worden ist.

Flussigkeiten in direkten Kontakt mit elektrischen Komponenten des QlAcuity kommen.

Betriebsbedingungen

A\

WARNUNG Explosive Atmosphére [wsl]
C Der QlAcuity ist nicht fir den Gebrauch in explosionsféhiger Atmosphére vorgesehen.
VORSICHT Beschddigung des Gertits [C6]

Direktes Sonnenlicht kann zum Ausbleichen von Teilen des Gerdts fihren und Schéden an Kunststoffteilen
verursachen.

Der QlAcuity muss an einem Ort aufgestellt werden, an dem er vor direkter Sonneneinstrahlung geschitzt
ist.

VORSICHT

A\

Uberhitzungsgefahr [c7]
Vergewissern Sie sich, dass ein Mindestabstand von 10 cm zwischen Seitenwénden und Rickseite des
QlAcuity und der Raumwand eingehalten wird, damit eine ausreichende Beliftung des Gerdts gewdhrleistet
ist.

Liftungsschlitze und Offnungen, die der Be- und Entliftung des QlAcuity dienen, dirfen nicht abgedeckt
werden.
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Biologische Sicherheit

Bei Substanzen und Reagenzien, die humanes Untersuchungsmaterial enthalten, sollte immer von einer méglichen

Infektionsgefahr ausgegangen werden. Wenden Sie nur sichere Laborverfahren an, wie sie z. B. in Verdffentlichungen wie

Biosafety in Microbiological and Biomedical Laboratories HHS, (www.cdc.gov/labs/BMBL.himl) beschrieben sind.

Proben

Proben kénnen infektidse Erreger enthalten. Sie sollten sich der Gesundheitsgefahr bewusst sein, die von diesen Erregern ausgeht,

und derartige Proben gemdaf3 den erforderlichen Sicherheitsbestimmungen handhaben, lagern und entsorgen.

WARNUNG

Proben mit infektiésen Erregern (w9l
Manche Proben, die mit diesem Gerdt verwendet werden, kénnen infektidse Erreger enthalten. Gehen Sie
beim Umgang mit diesen Proben mit der gréfitméglichen Vorsicht und gemdB den erforderlichen
Sicherheitsbestimmungen vor.

Tragen Sie immer eine Schutzbrille, zwei Paar Laborhandschuhe und einen Laborkittel.

Die verantwortliche Person (z. B. der Laborleiter) muss alle erforderlichen Vorsichtsma3nahmen treffen, um
sicherzustellen, dass die unmittelbare Umgebung des Arbeitsplatzes sicher ist und die Bediener des Gerats
ausreichend geschult sind. AuBBerdem dirfen die Grenzwerte in Bezug auf infektidse Erreger, die in den
entsprechenden Sicherheitsdatenblattern (Material Safety Data Sheets, MSDS) oder den Vorschriften der
OSHA*, ACGIHT oder COSHH* festgelegt sind, nicht Gberschritten werden.

Beim Betrieb eines Abzugs und bei der Entsorgung von Abfallstoffen missen alle Bestimmungen und
Gesetze auf Bundes-, Landes- und kommunaler Ebene zu Gesundheitsschutz und Sicherheit am Arbeitsplatz
eingehalten werden.

* OSHA: Occupational Safety and Health Administration (Vereinigte Staaten von Amerika)
" ACGIH: American Conference of Government Industrial Hygienists (Vereinigte Staaten von Amerika)
# COSHH: Control of Substances Hazardous to Health (Vereinigtes Konigreich)
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Chemikalien

WARNUNG

A

Gefdhrliche Chemikalien [wiol
Einige Chemikalien, die mit diesem Gerdt verwendet werden, kénnen gefdhrlich sein oder nach
Beendigung eines Protokolllaufs geféhrlich werden.

Tragen Sie immer eine Schutzbrille, Laborhandschuhe und einen Laborkittel.

Die verantwortliche Person (z. B. der Laborleiter) muss alle erforderlichen VorsichtsmaBnahmen treffen, um
sicherzustellen, dass die unmittelbare Umgebung des Arbeitsplatzes sicher ist. AuBerdem dirfen die
Grenzwerte in Bezug auf toxische (chemische oder biologische) Substanzen, die in den entsprechenden
Sicherheitsdatenblattern (Safety Data Sheets, SDS) oder den Vorschriften der OSHA*, ACGIHT oder
COSHH? festgelegt sind festgelegt sind, nicht Gberschritten werden.

Beim Betrieb eines Abzugs und bei der Entsorgung von Abfallstoffen missen alle Bestimmungen und
Gesetze auf Bundes-, Landes- und kommunaler Ebene zu Gesundheitsschutz und Sicherheit am Arbeitsplatz

eingehalten werden.

Wartungssicherheit

WARNUNG/ | Gefahr von Personen- und Sachschdden [W11]

VORSICHT | Es dirfen nur Wartungsarbeiten ausgefishrt werden, die in diesem Benutzerhandbuch konkret beschrieben

é sind.
WARNUNG | Brandgefahr (W12]
A Achten Sie darauf, dass keine Reinigungsflissigkeiten oder Dekontaminationsmittel in Kontakt mit den
elektrischen Bauteilen des QlAcuity kommen.

VORSICHT Beschddigung des Gertits [c8]
Verwenden Sie keine Bleichmittel, Lésungsmittel oder Reagenzien, die Sduren, Laugen oder Abrasivstoffe
enthalten, um den QlAcuity zu reinigen.

VORSICHT [C9]

Beschadigung des Gerdts
Verwenden Sie keine Sprihflaschen, die Alkohol oder Desinfektionsmittel enthalten, um die Oberfléchen
des QlAcuity zu reinigen.

* OSHA: Occupational Safety and Health Administration (Vereinigte Staaten von Amerika)
" ACGIH: American Conference of Government Industrial Hygienists (Vereinigte Staaten von Amerika)
# COSHH: Control of Substances Hazardous to Health (Vereinigtes Konigreich)
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Strahlensicherheit

WARNUNG

A

Gefahr von Personenschdden

W13]

Laserlicht der Gefahrenklasse 2: Schauen Sie bei Verwendung des Barcode-Handscanners nicht in den

Laserstrahl.

Symbole auf dem QlAcuity

Ort

Beschreibung

Typenschild an der Geraterickseite

CE-Markierung der EU-Konformitét

nc | N¥
DA m |2

Typenschild an der Geréteriickseite

UKCA-Markierung der UK-Konformitdt

(]
£/
e~ -/

G

Typenschild an der Geraterickseite

Symbol der CSA-Zertifizierung in Kanada und den USA

Typenschild an der Geraterickseite

RCM-Zeichen fiir Australien und Neuseeland

N

Typenschild an der Gerateriickseite

Markierung geméfB RoHS-Richtlinie fir China (Einschrdnkungen in Bezug auf
den Gebrauch bestimmter Gefahrstoffe in Elekiro- und Elektronikgerdten)

Typenschild an der Geraterickseite

WEEE-Markierung (Zertifizierung gemaf Richtlinie Gber Elekiro- und Elektronik-
Altgerdte) fir Europa

Typenschild an der Geréteriickseite

Hersteller i. S. d. Gesetzes

Typenschild an der Geraterickseite

Gebrauchsanweisung beachten

Typenschild an der Geraterickseite

Siehe Kapitel Sicherheitshinweise beziiglich Risiken

Typenschild an der Geraterickseite

Herstellungsdatum

pELE B EMOR

An der Schublade

Biologische Geféhrdung — Einige Proben, die mit diesem Geréit verwendet
werden, kdnnen infekticse Erreger enthalten und diirfen nur mit
Laborhandschuhen angefasst werden.
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Appendix E — User management permissions

The table below shows all available permissions for the user management including short descriptions and technical names.

These technical names are shown in audit trail details in case a user has made changes to any users or roles.

Permission

Technical name

Description

Instrument

Suite Software

Instrument Maintenance

Experiment Schedule

Create Support Package

Create Plate

Run Experiment

Edit Plate Data

Edit Analysis Data

Read Plate

Delete Plate

Run Experiment

Edit Plate Data

Edit Analysis Data

Log in [Instrument and PC software]

CSW_USER_LOGIN

SUITE_USER_LOGIN

Instrument accesses [Instrument software]

CSW_INSTRUMENT_MAINTENANCE

CSW_PLATE_EXPERIMENTSCHEDULE

CSW_INSTRUMENT_CREATESUPPORTPACKAGE

Plates [Instrument and PC software]

QIACUITY_PLATE_CREATE

All Plates
CSW_PLATE_ALL_RUN
QIACUITY_PLATE_ALL_EDITDATA
SUITE_PLATE_ALL_EDITANALYSIS
QIACUITY_PLATE_ALL READ
SUITE_PLATE_ALL_DELETE
Owned plates

CSW_PLATE_OWNED_RUN

QIACUITY_PLATE_OWNED_EDITDATA

SUITE_PLATE_OWNED_EDITANALYSIS

QlAcuity User Manual 05/2023

User can login to Instrument (login and password is

needed).

User can login to Suite Software (PC software) (login
and password is needed).

User can update Instrument and go to Data
Management, Self-Check, Servicing and
Configuration.

User can set up dPCR parameters (priming, cycling,
imaging).

User can download and upload support package.

User can set up dPCR parameters (priming, cycling,
imaging), reaction mixes (reagents), samples (control,
non-control) and create Plate layout.

User can run/stop an experiment and eject Plate(s)
from Instrument.

User can check and edit parameters of existing Plate
(dPCR parameters, Plate layout (samples, reaction
mixes (reagents), controls), and mark it as primed.

User can change the threshold and use lasso
selection on the Analysis page of all Plates to verify
the accuracy of the results.

User can search for specific Plate, see all created
Plates, analyze a Plate, check details about a Plate
(dPCR parameters, plate layout (samples, reaction
mixes, controls)) and export Plate to CSV.

User can delete any Plates.

User can run/stop an experiment and eject owned
Plate(s) from Instrument.

User can check and edit parameters of owned Plate
(dPCR parameters, plate layout (samples, reaction
mixes (reagents), controls), and mark it as primed.

User can change the threshold and use lasso
selection on the Analysis page of the owned Plates to
verify the accuracy of the results.
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Permission Technical name Description

Log in [Instrument and PC software]

Delete Plate SUITE_PLATE_OWNED_DELETE User can delete owned Plates.

Import Plate SUITE_PLATE_OTHER_IMPORT User can import the Plate as a ZIP file.

Unlock Plate SUITE_PLATE_OTHER_UNLOCK User can unlock locked Plate.

Upload VPF SUITE_PLATE_OTHER_UPLOADVPF User can upload Volume Precision Factor.
Create Support Package SUITE_PLATE_OTHER_CREATESUPPORTPACKAGE User can download and export support package for
the Plate.

Sign Report SUITE_PLATE_OTHER_SIGNREPORT User can add signature to the report.

Templates [Instrument and PC software]

Edit Template SUITE_TEMPLATE_ALL_EDITDATA User can edit existing Template.

Delete Template SUITE_TEMPLATE_ALL_DELETE User can delete existing Templates.

Plate Archiving SUITE_PLATE_ARCHIVE_ARCHIVE User can archive the Plate.

Restore Plate from Archive  SUITE_PLATE_ARCHIVE_ARCHIVERESTORE User can restore archived Plates.

User Management [PC software]

Create and Edit Users and ~ SUITE_USER_ROLE_CREATEANDEDIT User can create and edit a user, and create and edit
Roles arole.
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Permission

Technical name

Description

Delete Role

Registered Instruments

Manage Archive

View Audit Trail

Audit Trail Toogle

Log in [Instrument and PC software]

SUITE_ROLE_DELETE

System configuration [PC software]
SUITE_SYSTEM_REGISTERINSTRUMENT
SUITE_SYSTEM_MANAGEARCHIVE

Audit Trail Configuration
SUITE_AUDITTRAIL_READ

SUITE_AUDITTRAIL_TURNONOFF

QlAcuity User Manual 05/2023

User can delefe existing roles in the system.

User can see list of registered instruments.

User can edit Archive location, detach Archive, turn
on/off and configure automatic archiving.

User can see the list of Audit Trail events, search for
specific event, check details of the event and export it
to PDF.

User can turn on/off the Audit Trail (events tracker).
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Document Revision History

Date

Changes

June 2022

November 2022

May 2023

QlAcuity User Manual 05/2023

Added a statement regarding the warm-up phase for ambient temperatures. Repositioned the setup information before
starting the installation process using the QlAcuity Setup Wizard. Added statement to use the IP address of the Suite Server
to connect fo the server. Replaced the outband TCP port with 4 inbound TCP ports for communication with QlAcuity
Software Suite. Added a reminder to ensure the cable is properly connected to a laptop and the Instrument or a network
before starting the repair function. Revised the note for the "Unlocking plate" function. Added exposure recommendations
regarding RFU values. Added a troubleshooting point for fetch errors while accessing the Users list in User Management.
Updated QlAcuity Software Suite installation, upgraded procedure, and included information about an optional data
backup during the software upgrade. Implemented changes to support new software updates (QlAcuity Instrument Control
Software [CSW] 2.1 and QlAcuity Software Suite 2.1). Added information on new user management with ability to add
new roles with customized permissions and optional user password expiration. Added new section about an alternative
method for CNV analysis based on reference targets not using dedicated reference sample in addition to the existing
method based on reference samples. Updated the section describing 1-D scatterplots to reflect changes made in the way,
partitions are analyzed to create 1-D scatterplots for 26k Nanoplates. Described changes made to the audit trail event
tracking and usability improvement to view audit trail status in the status line of the Software Suite. Updated information
about plate ownership handling and related permissions. Added information how to search plates by barcode. Included
descriptions for report improvements, such as the option for a report comment and additional information shown in a report.
Described changes made to the RFU export and data export file. Added information about new Nanoplate supported and
updated section about dust detection.

Included the UKCA symbol. Added more details on the storing conditions for plate seals and reimaging of plates. Updated
recommended browser versions. Added recommendations for firewall and antivirus settings.

Added description and formulas of new features such as standard deviation and coefficient of variance of mean
concentration into various chapters. Added formular of absolute quantification concentration calculation. Added description
of additional validation of user ID during the eSignature process. Added description of timestamp and timezone offset fo
eSignatures, audit trail, and reports. Restructured Software Suite upgrade description.
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Limited License Agreement for QlAcuity
Use of this product signifies the agreement of any purchaser or user of the product fo the following terms:

1. The product may be used solely in accordance with the protocols provided with the product and this handbook and for use with components contained in the kit only. QIAGEN grants no license under any of its intellectual
property fo use or incorporate the enclosed components of this kit with any components not included within this kit except as described in the protocols provided with the product, this handbook, and additional protocols
available ot www.qiagen.com. Some of these additional protocols have been provided by QIAGEN users for QIAGEN users. These protocols have not been thoroughly tested or optimized by QIAGEN. QIAGEN neither
guarantees them nor warrants that they do not infringe the rights of third-parties.

2. Other than expressly stated licenses, QIAGEN makes no warranty that this kit and/or its use(s) do not infringe the rights of third-parties.
3. This kit and its components are licensed for onetime use and may not be reused, refurbished, or resold.
4. QIAGEN specifically disclaims any other licenses, expressed or implied other than those expressly stated.

The purchaser and user of the kit agree not to take or permit anyone else to take any steps that could lead to or facilitate any acts prohibited above. QIAGEN may enforce the prohibitions of this Limited License Agreement in any
Court, and shall recover all its investigative and Court costs, including attorney fees, in any action to enforce this Limited License Agreement or any of its intellectual property rights relating to the kit and/or its components. For
updated license terms, see www.qiagen.com.

Trademarks: QIAGEN®, Sample fo Insight®, QlAcuity®, QlAgility® (QIAGEN Group); RNaseZap® (Ambion, Inc.); DNA-ExitusPlus™ (AppliChem); EvaGreen® (Biotium, Inc.); Cy® (GE Healthcare); Windows® (Microsoft Corporation);
Texas Red® (Molecular Probes, Inc.); Lysetol®, Mikrozid® (Schiilke & Mayr GmbH); FAM™, HEX™, ROX™, TAMRA™, VIC® (Thermo Fisher Scientific or its subsidiaries); DECON-QUAT® (Veltek Associates, Inc.). Registered names,
trademarks, etc. used in this document, even when not specifically marked as such, are not to be considered unprotected by law.

05/2023 HB-2717-006 © 2023 QIAGEN, all rights reserved.
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