BOND Clinical 7 Customer Release Notes L

BIOSYSTEMS

1. Overview

This document provides customers with information about the BOND products. This information is for awareness and does not replace any
existing guidance in the applicable BOND Product User Manuals. This document outlines known issues with the software and potential
workarounds.

2. Known Issues and Workarounds

Leica Biosystems has taken every effort to ensure a high-quality system that meets your need. This software release includes unresolved
anomalies. These anomalies have been reviewed and do not impact device intended use, device safety or effectiveness of the system.

The list of unresolved anomalies is outlined below, along with any mitigations or workarounds to assist in proper operation of the device. By
bringing the issues, and their workarounds, to your attention, we hope to ease any inconvenience that they may cause.

Applicable Software Versions

BOND Clinical Controller Software 7.4 onwards

Note: Please be aware that this document will only be revised for future software versions if there are changes to the known issues or workaround processes described
within as a result of the software update. If there are no changes to these issues or processes, this document will not be updated. If you need to confirm that you have
the latest software customer release notes, please contact your local sales or service representative for assistance.
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use your BOND staining system until issue is
corrected.

Issue ID Affected Area Explanation Workaround
“BOND Health Monitor Service is unavailable” If | itself b ired. If
message may display temporarily (e.g., for a few message resolves 1Setl, no action required.
. . T message persists, follow section 15 in the BOND
icati minutes) after updating a BDD or after logging in User manual and restart controller. If message
BOND-2473 | Application Software to Windows. If this message is displayed do not '

continues to persist, contact your local service
representative.

Turkish character duplication.

The software does not correctly handle case
insensitive comparisons of the Turkish letters |
and I. In Turkish the following relationships exist:

disabled. This is expected to occur rarely under
normal operating conditions.

o Lower case  Upper case Avoid using names which can only differentiated
BOND-2856 Application Software i i by the letters i, I, 1 and |
I I
e.g., The software considers that i and | are the
same letters; whereas in Turkish these are
different.
Generate the Inventory Details Report for all kits
The Reagent Inventory Details Report when of that type and locate the kit of interest in the
o generated for an individual kit always shows the | list; the last used date is correct in this instance.
BOND-3288 | Application Software Last Used date as the date the kit was If looking for an indication of which slides were
registered, not the date the kit was last used. used with a particular kit it is suggested to export
the Slide History from the Slide History screen.
After pressing Play a run may not start and no
. not|f|9at|on |§ _prowded to the user. The run staFus Unlock the SSA, then re-lock the SSA and press
BOND-3310 Processing Run remains as Slides Ready, and the Play button is the Start Run button again.
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arise during a run if a liquid level sensor (LLS)
error occurs when the remaining volume is not
trusted. The consequence of that is that the
container will not be able to be used for a future
run.

Issue ID Affected Area Explanation Workaround
A reagent container that is overfull when it is dip
tested will in some instances be marked as
empty. This occurs whenever the system is
unsure of the volume that is in the container Do not overfill containers. If a container is
(such as after filling or refilling an open reported as empty when it is overfull, then
container). This is unlikely to ever occur for remove some volume from the container and
L . reagent systems or RTUs since the initial volume | select the Refill option again. Alternatively, for an
BOND-3348 | Staining Device for those containers is trusted. This issue may RTU or Reagent System if the reagent was

incorrectly marked as empty then select Mark
Not Empty for that reagent in the Reagent
Inventory Details dialog.

BOND-5838 Reagents

User is allowed to change the expiry date of an
open container via the Refill functionality. But if a
full (with measured volume more than Nominal
capacity + unallowable volume) open container
expires, the Refill button stays disabled and user
can't change the expiry date and subsequently
can't use that container.

The Open container must be discarded, and a
new Open container must be registered instead.

BOND-7006 Manual Slide 1D

Manual Slide Identification screen does not
recalculate slide compatibility when the loaded
slides change, so can display out-of-date info
prohibiting the run from starting

Close and reopen slide identification and reload
slides. If problem persists, reprint slide labels and
reload

Leica Biosystems Melbourne Pty Ltd
495 Blackburn Road, Mount Waverley
VIC 3149, Australia

49.7564.501_A05 BOND Clinical 7 Customer Release Notes

Tel. +61 3 9211 7400
Fax. +61 3 9211 7401
leicabiosystems.com

Page 3 of 7




BOND Clinical 7 Customer Release Notes

Jeica

BIOSYSTEMS

Issue ID Affected Area Explanation Workaround
BOND-7748 aspirating probe")z the event times logged inthe | | ysed, document maintenance auditing
BOND-7819 Audit Logs audit trail may be inaccurate by several hours, manually or add note to process that
- due to incorrect handling of time zones. maintenance logs for auditing can be out by 1-
day.
When user inputs the incubation time for a new
inserted step as '0' and hit save then there are
two impacted functionalities: Users to enter '00:00’ instead of ‘0’ to ensure
BOND-9260 BOND Application 1) Does not prompt warning message to handle | incubation time is saved in the user created
the incorrect time format exception. protocol.
2) On Save, the incubation time is saved as
"10:00" mins in the database
On Reagent setup screen, and Inventory tab, the
inventory status filter is not working. i.e., when Inventory status filter not functioning (showing
BOND-9683 BOND Application user selects 'Low', 'In Stock'’, or 'All’; system will | All) so cannot filter automatically. User would
still show up all reagents regardless of the filter need to manually identify items.
option selected.
BOND hydrates slides with the reagent that is
used as the last step in the staining protocol
(either BOND Wash or DI Water). .
o ) o . Ignore the Ul display. The run events show the
BOND-10250 | BOND Application In spite of BOND Wash solution is getting correct information.
dispensed as hydration reagent, in the BOND Ul
it displays the DI water is being dispensed as the
hydration reagent.
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Issue ID Affected Area Explanation Workaround

When saving a Protocol Report as an 'xIsx' file,
the incubation time is incorrect and shows the
time in seconds and not minutes. Example: For 1 )
BOND-14567 | BOND Application minute PDF run report is accurate
>> |n XLS value is Inc. (min) 60

>> |In PDF value is Inc. (min): 1:00

Case report and Batch details reports can be
exported in multiple formats (pdf, csv, txt etc).

BOND-18207 | Reporting The alignment of the Case report and Batch PDF reports recommended
details report is not correct when viewed in text
format. Content of report is correct.

When promoting secondary controller to

standalone, Section 16.2 of user manual, after . .
. . : o Re-enter the same credentials or wait for
entering valid login credentials in the

BOND-18276 | BOND-ADVANCE secondary controller and clicking ‘OK’, an error approximately S minutes, the error message

message can be displayed stating “Controller goes away. Server promotion is successful.
error: Please try again.'

When a slide is processing, a user can hover ) ) )
over the label on a BOND-MAX and BOND-III | The slide label details can be viewed from
_ run to get a magnified view of the label. When | alternate locations (e.g., run events).
Caps Lock key is on, it can cause this feature | Honeywell handheld scanner.

to stop working.
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Issue ID Affected Area

Explanation

Workaround

BOND-19548 | BOND-ADVANCE Client

BOND-ADVANCE clients with over 5000
active cases can experience timeouts during
overnight operation. An error message “The
connection to the BOND controller has timed
out. Please try again.” Can occur.

Select ok and restart the clinical client

BOND-19550 | BOND-ADVANCE Client

When the BOND Clinical Client on the BOND-
ADVANCE terminal remains logged in
overnight, an error message “The connection
to the BOND controller has timed out. Please
try again.” Can occur.

Select ok and normal operation will resume.

BOND-19557 | Reporting

On BOND-PRIME, if a previous accepted slide
is removed from the Slide input Drawer, and
then re-presented to the instrument and re-run,
that Slide ID will show up in the Case Details
report for both Run instances.

If duplicate runs for the same slide ID occur in
the case report, use the one that matches the
run events report. The Run Events report
matches the slide that was processed to
completion.

BOND-15321 BOND instrument status screen

For BOND-IIl and BOND-MAX Instruments a
notification appears on the mixing station icon
when no mixing vials are available for any
further slide processing:

“No mixing vials are available. Please wait for
the mixing vial to become free and try again.
Cleaning of the mixing vials has failed,
please contact customer support.”

The last sentence of the notification is
incorrect.

The statement "No mixing vials are available.
Please wait for a mixing vial to become free
and try again." is correct.

The instrument will be able to start subsequent
runs once mixing vials become available.

Contacting customer support is only required if
the notification is not cleared.

Leica Biosystems Melbourne Pty Ltd
495 Blackburn Road, Mount Waverley
VIC 3149, Australia

49.7564.501_A05 BOND Clinical 7 Customer Release Notes

Tel. +61 3 9211 7400
Fax. +61 3 9211 7401
leicabiosystems.com

Page 6 of 7




Jeica

BOND Clinical 7 Customer Release Notes

Issue ID Affected Area Explanation Workaround

BOND sequential multiplex stain has two
templates with the same name:
*BOND sequential multiplex stain 2D

If intending to perform 3-plex or 4-plex
sequential staining, use the template that
supports more stains.

Whilst the templates have the same name, the
templates are different. The default 2-plex
template only supports 2-plex sequential
staining, whilst the other template supports
extended sequential staining.

changing the template name and adding /
removing fields - and set it to the default

template.
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