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| O DOCUNENT CONVENTIONS

The following conventions are used throughout this document to highlight specific information:

c Caution — Warns the user that failure to avoid a specific action could
result in physical harm to the user or the hardware.

A Caution — Warns the user of a potential shock situation.

ﬂ Informational — Advises of important information for completing the task.

pAIN ABBREVIATIONS

Abbreviations used in this manual

DHCP Dynamic Host Configuration Protocol

DST Daylight Savings Time

EU Endotoxin Unit (Note: 1EU is equivalent to 1IU [International Unit])

IP Internet Protocol

LAL Limulus Amebocyte Lysate

LAN Local Area Network

LRW LAL Reagent Water

MAC Address Media Access Control Address

pdf Portable Document Format

PTS Portable Test System

rCR Recombinant Cascade Reagent

SSID Service Set Identifier

usB Universal Serial Bus

WiFi The standard wireless local area network (WLAN) Technology for connecting computers
and other electronic devices to each other and to the internet.

WLAN Wireless Local Area Network

WPA-2 WPA-2 (Wi-Fi Protected Access)
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WARRANTY AND SERVICE PROGRAMS

3.1 Warranty With Purchase

For detailed information regarding the warranty of the Endosafe® nexgen- PTS™ instrument, please see our Terms
and Conditions.

3.2 Service Programs

For information regarding our service programs for the Endosafe® nexgen- PTS™, contact us at Endosafe-
Support@crl.com.

3.3 Additional Information

All warranty and service options are subject to the Terms and Conditions and procedures specified in the Service
Agreement. For answers to questions about any of these components for the Endosafe® nexgen-PTS™ instrument,
or for additional product information, please contact our Technical Services Department:

United States: Europe:

1023 Wappoo Road, Suite 43B Greenogue Business Park

Charleston, SC 29407 649 Jordanstown Ave

(843) 402-4900 Jordanstown, Rathcoole, Co.
Dublin, D24 NF21 Ireland

Endosafe-Support@crl.com

Endosafe-Support@crl.com

INTRODUCTION TO THE ENDOSAFE® NEXGEN-PTS™ INSTRUMENT

The Endosafe® nexgen-PTS™ instrument is the second generation single- cartridge instrument from Charles River
Laboratories. The instrument contains an incubating system, an internal computer, and a touch screen to access
various menus. It is a rapid, point-of-use handheld spectrophotometer that utilizes disposable cartridges for
accurate, convenient, and real-time endotoxin, Gram identification, and Beta-glucan testing. The instrument
provides quantitative limulus amebocyte lysate (LAL) and recombinant cascade reagent (rCR) test results in
approximately 15 minutes. For further information on the instrument, please refer to the Endosafe® nexgen-PTS™
Hardware Manual. For further information pertaining to the cartridge test procedures, please refer to the
Endosafe® nexgen-PTS™ Assay Guides.

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00
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The nexgen-PTS™ has the ability to store thousands of results, users, samples, and accessories in its internal
storage. As noted above, it has an'internal computer with its own internal memory.

NOTIFICATION PANEL

This section explains the meanings of the various notifications encountered in the notification panel when using the
Endosafe” nexgen-PTS™ instrument.

Notification Panel

Screen Icon Description

Battery Power notifications will display in the top right-hand
corner.

The Wi-Fi icon will display when a Wi-Fi connection has been
set up, provided it is available on the unit. See section 8.5.2.2.

m . The Current Date and Time will display at the top of the
17 Sep 2020 213 PM . . .
screen. See section 8.5.3 for setting the date and time.
m The Ethernet icon will display when a wired network
.l:l connection exists. See section 8.5.2.1.

# If User Management is On, the current logged-in user account

user

.)))

ILEEC 22 Sop 2020 8:30 AW user 3 »

N\,

(<L

C

_ will display.
nnmﬂ Temperature of Internal Testing Chamber will update as the
1700c internal temperature changes. The temperature of the
’ internal testing chamber will increase after the initial boot up
of the instrument as the instrument warms up.
i This icon will appear when the system recognizes a USB device

is plugged into the system.

Power Notification

Icon Description

External AC Power icon is not displayed, then the instrument is operating on

External AC Power icon — Instrument is charging when this icon is displayed. If the
’ battery power and is not charging.

Battery Power icon green — Battery voltage is sufficient for operation. The Battery
- Power icon will update during use, displaying a battery power gauge (percent
charge remaining).

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 6
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Battery Power icon red — Battery voltage is low, and the instrument should be
charged. The Battery Power icon will display a battery power gauge (percent
charge remaining) when it gets below 25%. If the AC Power icon is not displayed,
then the instrument is operating on battery power and is not charging. The system
will notify the user with a prompt that it should be connected to AC Power if the
level gets below 10%. It will also notify the user once the battery level is so low
that the system can no longer run on battery and will begin a shutdown two
minutes after this notification.

NAVIGATION

Power Notification

Button

123

Function

123 Button — When pressed, it displays the Numeric Characters Keyboard (123
button will replace the ABC when Alpha Keyboard is launched).

ABC

ABC Button — When pressed, it displays the Alpha Characters Keyboard (allows
access to Numeric Keyboard and Special Characters Keyboard).

Menu Button — Pressing the Menu key will toggle between the running sample
test functions and main menu functions.

Home Button - When pressed, it returns the user to the main menu screen.

Previous Page

Previous Page Button — Allows the user to navigate to the previous page when
multiple pages are available. If multiple pages are not available, this button will be
inactive.

Next Page

Next Page Button — Allows the user to navigate to the next page when multiple
pages are available. If another page is not available, this button will be inactive.

Back Button — When pressed, it returns the user to the previous screen.

@ (selected)

O (not selected)

Selected/Not Selected Radio Buttons — Displays with corresponding text to enable
or disable an option or function. When the button is selected, it will display full.
When the button is not selected, it will display empty.

i

The Back button will take you to the previous screen. It may need to also be
pressed several times in order to go back to the Main Menu or Insert Cartridge
screen depending on what page the user is on.

Endosafe® nexgen-PTS™ 11.1 Software
Manual
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KEYBOARDS

This section explains the keyboards and any special characters the user will encounter when input into an open
field is required.

The Endosafe® nexgen-PTS™ instrument is configured with:

e An Alpha Characters Keyboard (ABC...)
e A Numeric Characters Keyboard (123...)
e A Special Characters Keyboard (@#5...)

e The Alpha Characters Keyboard and Numeric Characters Keyboard can be displayed by selecting the
corresponding Keyboard button located at the bottom of the screen (indicated by ABC or 123). The Special
Characters Keyboard is displayed using the Special Characters Keyboard button (1?) from the Alpha
Characters Keyboard (lower case).

Alpha Characters Keyboard

- ...IIIH

Numeric Characters Keyboard

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 8
Manual



Special Characters Keyboard

m m

Keyboard Symbols

Button Function

Clear — Deletes ALL information typed in a field).

Backspace — Deletes information in a field one character at a time).

E Enter — Activates next available field.

Close — Hides the keyboard from view.

Caps — Switches the Alpha Characters Keyboard between UPPERCASE letters and
lowercase letters.

Special Characters Keyboard (button) — Switches back to the Special Characters
Keyboard when the Alpha Characters Keyboard is active.

oo B a DD

Alpha Characters Keyboard (button) - Switches back to the Alpha Characters
Keyboard when the Special Characters Keyboard is active.

ABC

For most fields, when the field is selected, the instrument will automatically
display a keyboard to allow for user input. If the keyboard is not present and is
needed, select the ABC or the 123 button to display the keyboard.

>

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00
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MENU

This section describes the menu and the functions and options that are accessible from the menu. The Menu is
accessed by selecting the Menu button at the bottom of the screen.

Note: If User Management is enabled, some menus may not be accessible to the user, depending on their role

and permissions assigned to that user.

Page 1 of Main Menu

Menu

Screen

Icon

Description

Sample Database — This icon allows a user to navigate to the
sample database. It allows a user to input sample information,
such as Sample Name, Dilution/ Concentration, and
Endotoxin Limit. A user can also preload the next test with
sample information through this menu.

INEEC 23 Sep H0GT B:30 AM

user [ £ » N

N\,

=

Accessory Database — This icon allows a user to navigate to
the accessory database. It allows users to input accessories
such as pipettors, LAL reagent water, etc. that can be used to
perform an assay.

(<C

Reports — This icon allows a user to navigate to view all
completed assays. Users can print reports or graphs and
export reports or assay audit trails through this menu.

C

Audit Trail — This icon allows users to view the system audit
trail, as well as export, backup, and restore the audit trail.

850 @

Administration (system settings) — This icon allows users to
navigate to the settings on the instrument.

C

Shutdown — This icon can be used to shut down or restart the
instrument. Note: The instrument should always be
shutdown via this menu under normal circumstances when
used as a standalone instrument.

Endosafe® nexgen-PTS™ 11.1 Software
Manual
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Page 2 of Main Menu

To navigate to the second page, select Next Page.

Menu

Screen Icon Description

o0 22 Sep 2020 11111 AM £ » .

USB Devices — This icon allows users to view and connect to
m USB devices. This menu allows a user to save logs to a USB
device or upgrade software from a USB device. Note: Only

FAT32 USB devices are compatible with the nexgen-PTS™.

8.1 Sample Database (For Use with Endotoxin and Beta-Glucan Test Cartridges Only)

This section describes the process for editing, reviewing, and adding information to the Sample Database. To
access the Sample Database, select the Sample Database icon from the Menu screen.

The Endosafe® nexgen-PTS™ instrument stores a sample database consisting of Sample Name, Dilution, Endotoxin
Limit, and Units. If User Management is On, access to certain sample database functions will be limited to a user
with appropriate permissions. All users can view the sample database and select sample information with which to
load a test. The sample database can be used to pre-load samples in order to streamline the testing process. When
pre- loading a test with sample information, all information in the sample database is loaded for the next test so
the only sample information the user will need to enter is the sample lot number for the next test.

If using Charles River’s Cortex™ Software, the sample database can be updated in Cortex and sent to connected
nexgen-PTS™ instruments. See the Cortex Client Manual for more information.

Note: If User Management is On, samples can only be created, edited, or deleted by a user with appropriate
permissions

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 11
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8.1.1 Creating a New Sample in The Sample Database

This section describes how to create a new sample in the sample database.

1. Select the Create New Sample button.
2. Enter information for the Sample Name (character limit = 120 characters).
3. Enter the Dilution and Correct Units from the drop-down menu.
a. From the drop-down box next to the Dilution field, select mL/mL, L/mL, g/mL, mg/mL, pg/mL,
ng/mL, device/mL, or Unit/mL. The Endotoxin units will automatically change depending on
Dilution units. Limited to nine (9) decimal places
miL/mL -.-
L'mL
uLimL
il
|||.|;|.lmL
aimL
ngimL
i mL
Unitfmi
b. When choosing device/mL, the value is entered as a ratio in two fields (i.e., 2:3 device/mL).
Dilution: l H ‘ device/mL [
c. All other dilutions or concentrations are a single-value ratio compared to one or numerical
concentration unit per mL (i.e., 1:100 mL/mL or 1.5 mg/mL).
Dilution: Ilmumr_ -
Dilution: | ‘mg}mL v
4. Enter the endotoxin limit, if necessary. The units will update based on the dilution units (EU/Dilution Unit)
(i.e., EU/mL, EU/mg, EU/Unit, EU/ device, etc.).
a. When creating samples for Beta-glucan cartridges, the endotoxin limit can be left blank or value on
report will be converted to pg per dilution unit (i.e., pg/mL, pg/mg, pg/Unit, pg/device, etc.).
5. Select the Save button when finished. A prompt will display, “The sample has been successfully saved”.
Press OK.
Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00
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Creating a New Sample

37.0 °c 14 Sep 2020 11:30 AM Cl» == 37.0 °C 14 Sep 2020 11:31 AM 1 » mm 37.0 °C 14 Sep 2020 11:36 AM 1+ .
Sample Database
| sampeName T [ piuton | Endo.ume | unes | R KWFI Port 1
VWL Port 2 05 mtmL Dilution: [1 mL/mL
WFI Li 1 0.25 umL
ne mm Endotoxin Limit:  |0.25 EU/mL
1 1 1 mumL

Previous Page Next Page

Cre
Load Test with

. le
Selected Sample
Delete Sample

37.0 *C 14 Sep 2020 11:37 AM £l
Sample Name: WFI Port 1
Dilution: 1 mumL
Endotoxin Limit: ~ |0.25 EU/mL

\:l.) The sample has been successfully saved.

When setting up the sample database, the Endotoxin Limit field can be left blank.
If the field is left blank, the user can still input a limit in this field while running the
sample. The required fields are Sample Name and Dilution.

8.1.2 Editing the Sample Database

This section describes how to modify the sample database when the database is populated with existing samples.

1. Select the sample database row to edit.
a. The Previous Page and Next Page buttons can be used to navigate through the sample database on
the instrument.
2. Select the Edit Sample button.
3. Select the field that needs to be edited (Sample Name, Dilution, or Endotoxin Limit). See section 8.2.1 for
details on each field.

4. Select the Save button when complete. A prompt will display, “The sample has been successfully saved”.
Press OK.

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 13
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Editing a Sample

37'0%¢ 14 Sep 2020 11:30'AM 0Os e 37.0 °C 14 Sep 2020 11:31 AM [P ] 37.0 °C 14 Sep 2020 12:44 PM 1 » s
Sample Database T -
| sampeName T [ piution | Endo.umit | unts | Sample Name: WFI Line 2
Wi Port 2 03 mumL Dilution: 2 | UnitmL -
= 1
WFi Line ! 0.25 t/mL Endotoxin Limit:  |0.5 | EUmnit

1 1 1 mu/mL

Load Test with

e
Selected Sample
Delete Sample

37.0 °C 14 Sep 2020 12:46 PM 1 » e
Sample Name: | WFI Line 2
Dilution: |2 Unit/mL -
(
= 1
Endotoxin Limit: 0.5 EU/Unit

\i) The sample has been successfully saved.

8.1.3 Deleting a Sample from Database

This section outlines how to delete a sample from the Sample Database, the sample cannot be restored once
deleted.

1. Select the sample database row to delete.
a. The Previous Page and Next Page buttons can be used to navigate through the sample database on
the instrument.
2. Select the Delete Sample button.
3. A prompt will display, “Are you sure you want to delete this row?” Press Yes to delete the row or No to
cancel. Note: Deleted samples cannot be recovered.

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 14
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Deleting a Sample from Database

h.dc 22 Sep 3020 4:50PM O . fToc 72 Sep 2020 452 PM 0O ==
Saivupu Dl it Samgle Datasxse
Sampls Mams | Cwetios | Sde Lima | UsEs Semgls Wams | DEeves | fsde s wems
Qo asscew2 1 se L Qort- 485wz 1 s mum

Dos 4540 1 L} ol Dae 4540 i 5 Lt

J)N'!DI‘H‘"W‘“W““ thes sarmple

BT T . e ———

8.1.4 Loading a Test with Selected Sample

All user accounts can load a test from the sample database. This feature will load a sample for the next test to be
run. This means that if a cartridge is currently running and a sample is selected from the sample database to be
loaded for the next test, the sample information will populate the next assay to be run. If a user selects a sample
from the database and then decides to load a different sample, this will overwrite the current sample information.

If User Management is On, a user must be logged in to populate the next test with sample information. Until the
cartridge is at the Add Sample screen, it is considered the next test. Once the assay is started, the sample
information can be updated at any time either through the Sample Database screen or the sample screen during
assay setup.

1. Select the sample database row to load a sample for the next test.
a. The Previous Page and Next Page buttons can be used to navigate through the sample database on
the instrument.
2. Select the Load Test with Selected Sample button.
3. A prompt will display, “The values from this sample have been loaded for the next test”. Press OK.
4. When setting up the next test, the instrument will pre-load the selected sample information into open
fields.

Loading a Test with the Selected Samples

7 be 22 Sep 2020 4:55 PM s 37.0°C 10 Sep 2020 4:46 PM ] » .
Sample Databzse Sample Database

Sampin Naeme  © | Dilstion | Ende. Lims | unss

Sample Name ' | Dilution | Endo. Limit Units.

L0t 455.rew 1 BE miLjmil

i ) The values from this sample have been loaded for
the next test.

Create New Sample

mm
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Note: The sample information will load at the beginning of the next test with the
information of the selected sample. It will not replace information for an assay in progress.
If a test has not yet gotten to, or beyond, the Add Sample screen, then hitting Load Test
with Selected Sample will update that specific test.

8.1.5 Backup and Restore Sample Database

From the Sample Database menu, press the Backup/Restore button. A menu will appear, allowing the user to
backup or restore the Sample Database to or from a USB device or a connected network.

to/from network requires an established connection to a network with file sharing

o Backup/Restore to/from USB requires a USB device to be connected. Backup/Restore
capabilities. Restoring the Sample Database requires a previous backup to exist.

Backing Up the Sample Database
This feature allows a user to back up the Sample Database to a USB device or network location.

1. From the Sample Database, choose Backup/Restore.

2. Select the button associated with the desired action/location (Backup to USB, or Backup to Network) in
order to back up the existing sample database.

3. Once selected, the system will create and save the file to your target destination. A message will display to
confirm the backup file was saved successfully. Select OK to acknowledge and return to the Sample
Database.

Backing Up the Sample Database

37.0°C 11 Jul 2023 10:32 AM SC1» mm 37.0°C 11 Jul 2023 10:33 AM a1 mm 37.0°C 11 Jul 2023 10:36 AM S m

Sample Database Sample Database Sample Database

SampleMame ' | Diution | Endo.Limit |  Units | | sampleame T | Diution | Endo.limic |  units | SampleName % | Diution | Endo.Limt |  unts |

SampleName 001 2 0s mu/mL SampleName_001 2 0.5 mUmL SampleName_001 2 0.5 mL/mL

>

Load Test with -
Selected Sample Dl ST

Selected Sample creste e Selected Sample

Delete Sample
—

Delete Sample

Delete Sample

Restoring the Sample Database

This section outlines how to restore a previously backed up sample database. Restore from USB will allow a user to
restore a previously backed up sample database from a USB device. A previous backup must be located on the USB
device. Restore from Network allows a user to restore a previously backed up sample database from a network
location. If restoring from a USB device or a network location, the instrument must be connected to the desired
media.

1. From the Sample Database, select the Backup/Restore icon.
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2. Select the button associated with the desired action/location (Restore from USB or Restore from Network)
injorder to restore the sample database from a previous backup.

3. When Restore is selected, a list of previous backups will be displayed. (Note: The file extension is in the
YYYYMMDDHHSS format [Year, Month, Day, Hour, Second]. This is beneficial in locating the correct

backup file.)
4. Select your desired backup file from the list and press Select File. A dialog will appear indicating that the
restore was successful. Press OK to return to the Sample Database.

Restoring the Sample Database

37.0°C 11 Jul 2023 10:32 AM [l=F_ 37.0°C 11 Jul 2023 10:33 AM 8 C1» mm 37.0°C 11Jul 2023 11115 AM s
Sample Database Sample Database .
Select Backup File
Sample Name % |  Dilution | Endo.Limit |  units | [ sampleMame T | piution | Endo.vimit | unis |
SampleName_001 2 05 mbimL SampleName 001 |2 0s mumL nexgen_pts_18201999_sampledb_2023071110...

nexgen_pts_18201999_sampledb_2023071110...
nexgen_pts_18201999_sampledb_2023071110...

>

sy Create New Sample
Delete Sample

Delete File Select File

Delete Sample

Ba re

37.0 °C 11 Jul 2023 11:16 AM FIs ]
Select Backup File

nexgen_pts_18201999_sampledb_2023071110...

nexgen_pts 18201999 _sampledb_2023071110...
nexgen_pts_18201999_sampledb_2023071110...

@ Sample Database Restore was successful

Delete File Select File

8.2 Accessory Database

This section describes the process for editing, reviewing, and adding information to the Accessory Database. To
access the accessory database, select the Accessory Database icon from the Menu screen. The accessory database
can store any accessories that would be used with a cartridge assay, such as pipettor or LAL reagent water. The
accessories utilized from the database can be printed on the report or included as part of an export for traceability.

The Endosafe® nexgen-PTS™ instrument stores an accessory database consisting of Accessory Type, Lot Number,
Expiration Date, Description, and Use By Default options. If User Management is On, access to certain accessory
database functions will be limited to user accounts with appropriate permissions, such as creating, editing, and
deleting accessories. All users can view the accessory database and select accessory information with which to load

a test.
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Note: A maximum of six accessories can be added to a report. If using the Custom Fields option in General
Settings; this number may be fewer. The limit to the number of lines for accessories and custom fields is 18.

8.2.1 Creating a New Accessory

If User Management is On (see section 8.5.6), only an Administrator or Manager account can create a new
accessory in the accessory database.

Select the Create New Accessory button.

Enter information for the Type (character limit is 80).

Enter information for the Lot Number (character limit is 80).

Enter the Expiration Date, if necessary, (default setting is 364 days) by selecting the Edit Expiration Date.
Enter date as YYYY-MM-DD (YYYY = numerical year, MM = numerical month, DD = numerical day) or use
arrow buttons to modify the date. Select the Save button when complete.

5. Enter the Accessory Description, if necessary, by selecting the Edit Description (character limit is 80). Enter
the description and select the Save button when complete. A prompt will display, “The accessory has been
successfully saved”. Press OK.

P wnN e

0 Description will not display on report but is available for Charles River Cortex™ application.

6. Select Use by Default, if desired. This option allows the accessory to be added to the report as a default
accessory, which allows the analyst to save time when setting up an assay. Accessories can be selected
during the assay setup process.

7. Select the Save button when finished. A prompt will display, “The accessory has been successfully saved”.
Press OK.
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Accessory Database

3700kC 14 Sep 20201:58 PM s

i @
B

1)

)

31.0C 27 Jan 2021 1.52 PM £1» mm
Accessory Database
Tioe v Lot Exp. Date Default
LRW 12345 26 Jan 2022 Yes
Buffer 2 1235321 26 Jan 2023 No
Bufter 76234786, 26 Jan 2022 No

Creat w Acce Delete Accessory

1o 11 Sep 2020 10:06 AW ] » .

= u

2022-09-30

J37.0 ¢ 10 Sep 2020 504 PM [=F3 |
Tyee: |s.umam
Last Nurner: 12154
Expiration Date: 2021-09-09

WO 11 Sep 2020 10022 &M £ » mm
Type: Standard
Last Nurnlser: [FL]
Expiration Date 20220930

;
i
v
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pTO"C 11 Sep 2020 1024 AM L1+ 37.0°C 11 Sep 2020 10:43 AM 0» == 3r.0°C 11 Sep 2000 LO:43 AM [=FY |
Accessory Description Typee: Standard Tyipe: Standsrd
Lt urriter: 1ZE154 Lot Numbesr: J2E154
USP current standard 115ep2020
Expiranion Date 2012-09-30 Expraton Date 2022-09-30
Desie rigptiosnc USP curent Standard 115602020 Description USP current standard 115epd0d0

.I..“ o o .

aotc 11 Sep 2020 10:47 AM L1+ =
Ty Standard
Lot Nurribser : J2ELS4
Expiration Date W23

g The accessory has been successhuly sived

i

Usé by Defaul .

8.2.2 Editing an Accessory

If User Management is On, only a user with appropriate permissions can edit the accessory database. This section
describes how to modify an existing accessory.

1. Select the accessory database row to edit.
a. The Previous Page and Next Page buttons can be used to navigate through the accessory database
on the instrument.

2. Select the Edit Accessory button.

3. Select the field that needs to be edited (Type, Lot Number, Expiration Date, Description, or Use By Default).
See section 8.2.1 for details on each field.

4. Select the Save button when complete. A prompt will display, “The accessory has been successfully saved”.
Press OK.
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Editing an Accessory

14.5¢p 2020-158 PM 137.0°C 27 Jan 2021 2:05 PM ] » .

m e .
Accessory Database 37.0°C 14 Sep 2020 2:04 PM £]» .
m T e Standard #2

ﬁ - s et

37.0°C 14 Sep 2020 2:05 PM » .
Type: Standard #2

I LRW 12345 26)an 2022 Yes

Lot Number: J2E154-2
1235321 |26)an 2023 |No

Expiration Date: 2020-12-31
Buffer 76234786... 26Jan 2022 No

Description:

Lot Number: J2E154-2

Expiration Date: 2020-12-31

‘ \i) The accessory has been successfully saved. ‘m

.

Use by Default: O

m

8.2.3 Deleting an Accessory from Database

If User Management is On, only a user with appropriate permissions can delete an accessory by type in the
accessory database. This section outlines how to delete an accessory from the database. Once an accessory is
deleted, it cannot be restored.

1. Select the accessory database row to delete.
a. The Previous Page and Next Page buttons can be used to navigate through the accessory database
on the instrument.
2. Select the Delete Accessory button.
3. A prompt will display, “Are you sure you want to delete this accessory?” Press Yes to delete the row or No

to cancel.

Note: Deleted accessories cannot be recovered.
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Deleting an Accessory

a7 4 14'sép 2020 1:58 PN [wF3 3 37:0C 27 Jan 2021 2:05 PM 0 mm 37.0°C 14 Sep 2020 2:15 PM 1 » .
Accessory Database Accessory Database

[ e ] tot | exp.cate | ocetsun | Type T wet | exp.oawe | eraur |

| LAw 12345 26)an 2022 Yes Standard #2 J2E154-2 31 Dec 2020 No

1235321 26 Jan 2023 Mo PIPET 61088 31 0ck 2020 Yes

Buffer 76234786... 26jan 2022 Mo LYSATE L1833CTL  28Jan 2021 Mo

j? Are you sure you want to delete this accessory? I

> E3ER
,

Create New

8.3 Results

This section describes the process for accessing, searching, and reviewing test results.

To access test results, select the Results icon from the Menu screen. The Endosafe® nexgen-PTS™ instrument has
space to store thousands of results, however if the number of stored results gets too big, there is the ability to clear
results to ensure accessing prior reports does not take more time than necessary. The instrument displays all test
results that have not been cleared. If User Management is On, only a user with the appropriate permissions can
clear and restore reports.

For restoring test reports that have been cleared, see section 8.5.5.5.

Results

37.0°C 17 Sep 2020 11:15 AM [N
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8.3.1 About Results

All completed assay results are stored on the instrument and will be accessible from the Results screen. For tests
that are halted or aborted, a test report will be available under the Results icon if this setting is enabled.

1. Test Suitability
a. Atthe completion of a test, the results for that test will display. If the results are invalid or do not
pass the defined limits, the invalid section(s) of the test will be highlighted in red. Test suitability
will fail if the Sample CV%, Spike CV%, and/or Spike Recovery is invalid or if the endotoxin limit is
exceeded.

Test Reports - Test Suitability

Br.0°c 16 Sep 2020 12.46 PM &1 » 37.0°C 16 Sep 2020 11:33 &M &M+
Tenparatice: Star: 32.0C End: 37,00 E—— Start: VLt 1
Wethot: Kx172 i wxazz
Gt Lme: snna Cartrage Lote: srrra
Catridge Cal Tode. 514634450448 Carrdge Cxl Code: 514634466448
Rang 5205 Fange: 5005
Ranga Time: Soc 1456748 Fange Tz Serl 146 744
Oset Timesis): STA4278 208 272 Onzes Tmeslsl. w744 250 »744 252
g <IN nteecmpt 4 417 Zloze: 0354 Intereot 12412
Dlhe 11 Diukan: 11
sampie Lot 160920208 Sanple Lat: 160020204
Samoke Name. L2 Sample Hima: LAt
Lecation: Prod D Lab Lucaienn: P Do Lk

Sl B T 4 L% P
PR .69 1 idaml vk el 1.0 Fumi
Spice Reacton Time O 1% Pass Spkos Bechon Time O 0.0% P
Splie Recovers: 75% Rzs Sk Recoery 123% e
T Surian P
Samok ke ~C.177 EdimL. Sample Yelaz =0.050 ELmL

Add Comment to Report

EEEIES

“Invalid/Did not pass” test report “Passed” test report

2. Sample Information
a. Manually entered the above displayed sample information can be entered manually during assay
setup. The character limit for sample name is 120 characters.
b. Sample information displayed can be loaded from the sample database table during assay setup or
pre-loaded (see Section 8.1).

Sample information reported includes Sample Name, Sample Lot, Dilution, and Endotoxin Limit.

Note: Endotoxin Limit will not appear if the General Settings feature for Endotoxin Limit is turned OFF or if the
Endotoxin Limit is intentionally left blank.

Test Results - Sample Information

37.0°C 16 Sep 2020 2:01 PM &5 .
| Device: 19501127
Analyst: PTSuser
Cartridge: Endotoxin
Temperature: Start: 37.0C End: 37.0C
Method: KX-122
Cartridge Lot#: 6658131
| Cartridge Cal Code: 118451644656
| Range: 1-0.01
| Range Time: Sec: 184-916
Onset Times(s): >916 382 >916 416
Endotoxin Limit: 0.5 EU/mL
Slope: -0.349 Intercept: +2.265
Dilution: 1:2
Sample Lot: 09162020-C
Sample Name: WFI Port
Location: Prod Dev Lab
Sample Reaction Time CV: 0.0% Pass
Spike Value: 0.099 EU/mL
Spike Reaction Time CV: 6.0% Pass
Spike Recovery: 75% Pass.
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3. "Accessory Database/Custom Fields (Limit 18 lines)
a. The accessory database displays accessory information for accessories used in conjunction with the
assay.
b. Custom Fields are additional field(s) displayed if added in General Settings (see Section 8.5.5). If
User Management is On, only an Administrator or Manager account can setup this feature.

Test Results — Accessory Database/Custom Fields

37.0 °C 16 Sei 2020 3:15 PM 15 mm

Sample Lot: J14A20589
Sample Name: NaCl RM
Sample Weight in g:  ¢yctom Fields 1.109
Vortexed: No
[“Rccessory: T
Accessory Lot: 09219016
Accessory Exp.: Accessory 30 Apr 2022
Accessory: Database PIPET
Accessory Lot: 61088
Accessory Exp.: 31 Oct 2020
Location: Prod Dev Lab
Sample Reaction Time CV: 0.0% Pass
Spike Value: 0.107 EU/mL.
Spike Reaction Time CV: 9.1% Pass.
Spike Recovery: 81% Pass
Test Suitability: Pass
Sample Endotoxin Limit: Pass

Sample Value: <0.0100 EUfg

Add Comment to Report

4. Add Comments to Test Report

If User Management is On, only an Administrator or Manager account can enable adding comments to the test
report. This feature will be displayed if Post-Assay Comments is On in General Settings (see Section 8.5.5). The
maximum amount of characters to make comments is 30. A user can add up to 10 post-assay comments to one
assay.

a. A comment can be added after an assay is complete or in the results view table by selecting Add
Comment to Report. Type your comment and select Save.

b. A comment can be cleared by selecting Clear All Comments. A prompt will display, “Comments
have been cleared from this test report”. Press OK.

Test Reports — Add Comments to Test Report

37.0°C 17 sii iiii !i:r AM ] 37.0°C 17 Sep 2020 10:15 AM [ 37.0°C 17 S_e 2020 10:16 AM [ml ]

Cartnoge Cal Lode: 514644466448

E::?mm Start: 37,0 sm:gﬁ Enter Comment oo e
Cartridge Lot#: 9717141 zange:me:( ) . :: ;;:;::
Cartridge Cal Coge: 514634466248 " nset Times(s >

mu? 50.05 |Samp\e Failed PR—ZOZOOQ‘ Slope: 0354 Intercept: +2.412
Range Time: Sec: 146744 Oilutian: 11
Onset Times{s): 744278208 272 Sample Lot: 16092020-8
Slope: 10,358 Intercept: +2.412 - Sample Nome: LR
Oition: 11 Location: Prod Dev Lab
Sample Lot: 16092020-8

Sample Name: LRv-2 Spike value: 0.658 EU/mL
Locatian: Prod Dev Lab Splke Reaction Time CV: 1.5% Pass
Sl Resctien s Q% T0ER sl Spike Recovery 78% foss

Spike Value: 0.658 EU/mL

e w|E | R T | Y|U |1 |0o|P
Spike Reaction Time CV: 1.5% Pass > > Sample Value: <0.177 EU/mL
Spike Recovery 78% Pass = Sample faled PR-202009
L —
Sample Value: <0177 EWmL

mﬂ
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Test Reports - Clear Comments from Test Report

3700FC

Cartridge Cal Coge:

Spike Reaction Time CV: 1.5% Pass

Spike Recovery:

Sample Value:
Comment:

17 Sei 202010:18 AMI ] 37.0°C 17 5ei 2020 10:41 AM L] .

514634460444 Cartridge Lot#: 9717141

5-0.05 Cartridge Cal Code: 514634466448

Sec: 146744 Range: 5.0.05

>744 278 208 272 Range Time: Sec: 146-744
-0.354 Intercept: +2.412 Onset Times(s): >744 278 208 272
11 Slope: -0.354 Intercept: +2.412

16092020-8 Dilution: 11

LRW-2 Sample Lot: 16092020-8

Prod Dev Lab Sample Name; LRW-2

.\i) Comments have been cleared from this test report.
0.658 EU/mL

78% Pass

<0.177 EUfmL
Sample Failed PR-202009 Sample Value:

Add Comment to Report

Clear All Comments

Back
3

12 ABC

8.3.2 View and Print Test Reports and Graphs, Save Test Results, and Export Audit Trail

All user accounts can view and print test reports. The test reports contain validity information for the assay(s) run.

Note: The default view of a report shows the bottom of the report first, as this shows the validity criteria for an
assay. It may be necessary to use the Up and Down arrows to view the whole report.

1.

Select a test result to view on the screen.
a. The Previous Page and Next Page buttons can be used to navigate through all reports on the
instrument.
The report will display the complete results of that assay. The results initially shown will be the bottom of
the report, detailing the sample results and validity criteria. To view the analyst and cartridge Information,
use the Up Arrow.
The complete report can be reviewed by using the Up Arrow and Down Arrow buttons at the top and
bottom of the screen.
The user can export the audit trail by selecting Export Audit Trail. The audit trail can be saved to a
connected USB device or Network Share drive. A prompt will display, “The Audit Trail has been saved to the
USB device or Network Share.”
If the Graph feature is turned on, the user can elect to show the graph using the Show Graph button. The
user has the option to Print Graph or Close. If the user selects Print Graph, the graph will be sent to the
default printer.
The user can elect to print the report using the Select Multiple Reports or Print button to a configured
printer. If the setting requiring a password to print the report has been turned on by the Administrator, the
user will have to enter their password before printing. Double-clicking on an assay in the database will
open the report of that assay. By using Select Multiple Reports, the user can highlight multiple assays and
print them at the same time.
Note: Only one assay can be viewed on the instrument’s interface at one time.
a. The Print button allows you to print a single selected report after it was viewed or print multiple
selected reports.
b. The Select Multiple Reports button allows the user to select multiple reports to print by dragging
their finger over each desired assay.
c. The Clear Selection button clears the selected reports.
The Print Report button is only available on the single report view, and it allows a viewed report to
be printed. A prompt will display “File sent to: (Printers Name)”. Press OK.
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The user can elect to save the report using the Save to USB or Save to. . . button, depending on what
screen the user'is viewing. If the user is viewing all reports, they can select Save to USB in order to save the
selected report(s) to a USB device. If the user is viewing a single report, they can select the Save to. . .
button to save to a USB device or configured network share folder.
a. The Save to USB button allows the user to select single or multiple reports to save to a USB device.
A prompt will display “All selected test reports have been saved to the USB device.” Press OK.
b. The user also can use the Save to... button to save a PDF copy of the test report to a connected USB
or network share folder. Once an option is selected, a prompt will display “The report has been
saved to the USB device.” or “The report has been saved to the Network Share.” Press OK.

View and Print Test Reports

37.0°C 17 Sep 2020 11:15 AM [ 31.0°C 17 Sep 2020 11:29 AM [m]

Search by : Sample Name =
Datek Te T | | sampie Lo |
16 Sep 2000 234 .
4 Y LAz R
. Ciution. 3
16 Sew 300G 10D | A e Sample Lot L
AH Sample Wame -t
1L o, i Lo Lacation Fova Dev i
Sample esction Time: Cv 0% e
ke Ve 009 Eum
Sgikon Reaction Time O 0%
Sk Recovery I s

——— |~ B ]

ﬂnmm EAEaEaca ﬂﬂﬂﬂ
T % "ii!l " 37.0°C 17 Sep 2020 12:44 PM L[] » SEA A

s Tiomesis} =806 357 »A06 436

B0
Evutline Lmt 05 Eume
18 50N AN |y simmena b wopa 2149 wowvep +3 365

L e " D 19501127

[ 1950013 o foross Anatya Ll
Temperature Start: 37.0C End: 37.0C

Aeangat FThoer fooh s Cansage Enastasr

Cannaige Endos e osat1an Torremraturi Srart: 3700 Ens 3100

E—— Staet: 47.0€ £ $1.6C i CTEE
Cartridge Cal Code: 424170643680

- na - en00s Canseige Lotw: e

Canndige Low 6658131 h"““ e 2004108 Cansidge Cal Cote: 11E45 1684656

Canndge Cal Coda L1845 1e4a8%8 nge Time: Save Audit Trail To: = Rangs oo
2 Onset Times{s: 106 448 >1106 448

Rage 1001 Range Trma: Sec 184906
Sope. B Intercapt: +2.282

[ Sec. 188916 - i it Tomasis} 816 181 =916 416

ot Timvessd i =06 B4 =016 418 ! - Enactesin Limk &% hwml
Sample Lot: 08719005

Erdatasin Limk 0.5 B P T Siu £.349 wtwrapt 42 365

Shpe 2,349 wtercept: +2 265 emple: Hame: 2
Sample Reaction 0.0% Pass

. Spike Val 0.072 EUfmL CRIOIOE

Sample Lot SHUEINIOC Plke Yalue: W el

et Mo WR Spike Reaction Ti 0.0% Pass v Do

e s Spika Racovery: 128% Pass S

Sample Resction Time OV 0% P ;“" 5‘“'“"“"’ 0.008 Byt

e vake @0 Bl il 0% e

ek Roaction Timg Cv Prr- 0% P

Spie Recoveny 75%

6.4 °C 17 Sni J020 1:43 EM V3 37.0°C 17 SEi 2020 1:45 PM (] 37.0°C 17 Sep 2020 1:51 PM C»m

Cotidge Laa: EEEELEL Device: 19501127 Device: 19501127

3 Analyst: PTSuser Analyst: PTSuser

1 l Cartridge Endotoxin Cantriage: Endotoxin

' Temperature: Start: 37.0C End: 37.0C Temperature: Start: 37.0€ End: 37.0C

5 a8 s Method K122 Method: Kx122

n Cartridge Lot#. 6658131 Cantridge Lot# 6658131

E g Cartridge Cal Code: 118651644656 Cartridge Cal Code: 118451644656

£ Range: 1001 Range: 10.01

E s =T F Range Time: Sec: 184916 Range Time: Sec: 184.916

# = L Onset Times(s): >916 382 >916 416 Onset Times(s):| | § ) File sent to: 10.45.4.11 16 382 >016 416

B s ' Endotaxin Limit: 0.5 EWmL Endotoxin Lii 0.5 EujmL

e} H Slope: -0.349 Intercept: +2.265 Siope: Intercept: +2.265
= 2 — — | > Dilution 12 > Dilution: 12 >

! Sample Lot: 09162020 Sample Lot: 09162020

0 150 300 450 600 750 500 | Sample Name: WFI Port Sample Name. WF! Port

i : Location: Prod Dev Lab Location Prod Dev Lab

Time Sagsed () : Sample Reaction Time CV: 0.0% Pass Sample Reaction Time CV: 0.0% Pass

Spike Value: 0.099 EUjmL Spike Value 0.099 EU/mL

Spike Reaction Time CV: 6.0% Pass. Spike Reaction Time CV: 6.0% Pass.

Spike Recovery: 75% Pass Spike Recovery: 75% Pass
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37.0°C 17 Sep 2020 1:58 PM E»>m
Search by : | Sample Name -

Date & Time © [Sample Name| Sample Lot | Test Suitabllity |
17 Sep 2020 12:57
M

LAW-10 170920206 Pass
a0 wklne2 170920200 Pass

159202025 ome juasassss s

5 Se0 2020 TLAL gy 160920208 Fad
A5 SeR 2020141 gy 160920208 Fail

View and Print Test Reports

37.0°C 17 Sep 2020 2:01 PM C+m

Search by : Sample Name

Date & Time ' |Sample Name| Sample Lot | Test Suitability
17 Sep 2020 12:57
oM

LAW-10 17092020  Pass

SOOI e 170920200 Puss

16500234 gy 119A20589  ass
5 SeP 2020139y pory 09162020C  Pass
ES!P 20201341 |y » 160920208 Fail
16520201341 gy 160920208  Foil

i - -

t

ave t
— 1
BRIl EEIsaen

37.0°C 17 Sep 2020 4:30 PM Fi=Fd B

Search by : | Sample Name 0

) All selected test reports have been saved to the USB
device.

Ao Sep 2020 1141 | gy 160920208 Fal

370°C 17 Sep 2020 2:05 PM »

Cartridge: Endotoxin
Temperature: Start: 37,0 End: 37.0C
Method: K122
Cartridge Lot#: 9824148
Cartridge Cal Code: 424170643680
Range. 050008
Hange Time: Sec: 241-1106
Onset Times(s): >1106 448 >1106 448
Slope: -0.331 Intercept: +2.282
Dilution:

Samphe Lot. 08719005
Sample Name: LAW
Samphe Reaction Time CV. 0.0% Pass.
Spike Value: 0.072 EUmL
Spike Reaction Time CV: 0.0% Pass
Spike Recovery: 128% Fuss:
Test Suitabiity Pass

Sample Value: <0.0050 ElmL

37.0°C 17 Sep 2020 2:06 PM i mm
Cartridge: Endotoxin
Temperature: Start: 37.0C End: 37.0C

106 448 >1106 448
1 Intercept: +2.282

08719005
LRW

0.0% Pass
0.072 EUIML
0.0% Pass
128% Pass
Test Suitability: Pass
Sample Value: <0.0050 EUjmL

37.0°C 17 Sep 2020 2:02 PM [V B

Searchby: [sampletome |

Sample Name| Sample Lot | Test Suitability |

LAW-10

W1 Port

16 Sep 2020 11:41
am

16 Sep 2020 11:41 5
a4 LRW-2

B7.0°C 17 Sep 2020 4:12 PM 81> mm

® w1 L

— NaCl RM

16 32p 2020 1141 LRW-2 16092020-8  Fail
B
B RO r gcsos
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8.3.3 Search for Test Reports

All user accounts can search for test reports. This feature allows a user to search by a keyword for the Sample

Name, Sample Lot, or Date.
1. Use the drop-down menu near the Search field to select search criteria, such as Sample Name, Sample Lot,
or Date.

a. Input the search criteria in the open field at the top of the screen for Sample Name or Sample Lot.

b. When a date is selected, the user can type DD-MMM-YYYY or press the Select Date button. A
calendar pop-up will allow you to select the date. Once you’ve chosen the date, press OK.

2. Asthe search criteria is typed, the instrument will update, showing only test reports that fit the criteria.

a. The Previous Page (< or <<) and Next Page (> or >>) buttons can be used to navigate through all
search results. The less than sign (<) will take you back one page while two less than signs (<<) will
take you to the first page of results. The greater than sign (>) will take you forward one page while
two greater than signs (>>) will take you to the last page of results.

Search for Test Reports

37.0°C 17 Sep 2020 11:15 AM [m ] 37.0°C 18 Sep 2020 11:08 AM 1~ i a7.0°C 18 Sep 2020 1:17 PM '1=r3__ B

17 Sep 2020

Search by : Date -

Date&Time T | sample Name | sampie Lot | Test suiabiity |

Search by :

Tme T
Data & T, L Sample Name
16 e 2020 2554
&

NaclR L7 Sep 20001237y 170020208 s

16 Sep 2020 1:39 Sample Lot 17 Sep 2020 11:26
o WEI Fo Ly A

WRLine2 170920200  Pass

16 Sep 2020 11:19
e LRW-1

15 Sep 2020 1:09 .
A Med D

LS 2020344 oy on CTRL 12092020 Fass

L4Se 2020303 | guonctrL 14092020 Pass

Select Multiple Repo Save to USB eports e
——
I

37.0°C 18 Sep 2020 1:54 PM i, mm

September 2020
. LRW

Sun Mon Tue Wed Thu Searchby“sampiename 5]

20, 0r 2020308 Linit 09219016 pass

2 Mr2020350 oy NA Fail

274002020332 gy, & o
> 20002020207 iy 09219016 Pass
0\Fe020209:23 Ly ena 09219016 Fail

GOV Gy osaeois  fol
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.4 Audit Trail

The audit trail contained within the Endosafe® nexgen-PTS™ instrument tracks every change made to the
instrument settings, as well as attempted logins, successful logins, and the beginning and end of every test. If a

setting was changed, it will show the old value for that setting, such as User Management Off, and the new value

for that setting, such as User Management On. This does not apply to passwords.

All user accounts can access the audit trail and view its contents. To access it, press the Audit Trail icon on the
Administration screen. To print or store audit trail entries, save the log files to a USB Device (see section 8.7.2).
Additionally, under the Report section, there is an option to Export the Audit Trail (see section 8.3.2).

Audit trail entries are defaulted to be listed in order by time stamp. One can also sort by User and Action by
selecting the appropriate column header. If User Management is turned On, the audit trail also records the user

associated with that entry.

Accessing the Audit Trail
3T0C 21 Sep 2000 2:08 PM "IsF3 | 37.0°C 12 Jan 2021 9:44 AM mPFd i
Auwdit Trail

| Tirne Stamp | User | Action
112721 B:13 aM Mia Started Application
1/12/21 8:12 /M MiA Application Closing
1711721 926 AM MiA Started application
1/4/21 7:49 PM N& Started Application
1220720 334 PM NJA Application Closing.
12/2120 334 PM MiA Application Cloging
122120 3:33 FM MiA Audit Trail Restore ...
122120 3:30 PM Ma Started Application
1202120 328 PM MR Application fermel..,
12/20/20 328 PV MiA Changing Language:

mm
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8.4.1 Navigating the Audit Trail
This section outlines how to navigate through the audit trail and view audit entries.

1. Pressthe Next Page button to navigate to the next page of audit entries. The Previous Page button can be
used to navigate to the previous page of audit entries.

2. Alternatively, users can search the audit trail for entries by Action, User, Time Stamp, Old Value, or New
Value by pressing the Search button. From this menu, select the desired Search Field, enter the desired
value, and press the Search button. A list of entries filtered to the user’s specifications will be displayed.

3. Select an entry and press the View Entry button to view additional details.

4. When the user is done viewing the entry, press the OK button to return to the audit trail.

Navigating the Audit Trail Using Page Buttons and Accessing Entries

B37.0°C 12 Jan 2021 9:44 AM 1+ mm 31.0°C 12)an 2021 11:11 AM [=Vd } 37.0°C 12 Jan 2021 11:18 AM 1> .
Audit Trail Audit Trail Audit Trail
TimeStamp | User Action TimeStamp | User | Action Time Stamp | User “Action

11221813AM  N/A Started Application [@ NiA Audit Trail Restore ... 12/21/20 3:33PM  N/A Audit Trail Restore ...
1/12/21 B:12 AM N/A Application Closing 12/21/20 3:30 PM N/A Started Application 12/21/20 3:30 PM  N/A Started Application
1/11/21 9:26 AM N/A Started Application 12/21/203:28PM  N/A Application fermet... 12/21/20 3:28 PM  N/A Application fermet...
1/4/21 7:49 PM N/A Started Application 12/21/20 3:28 PM N/A Changing Language: 12/21/20 3:28PM  N/A Changing Language:
12/21/20 3:34 PM N/A Application Closing. 12/21/20 3:28PM  N/A Restauration de la ... 12/21/20 328 PM  N/A Restauration de la .
12/21/20 3:34 PM N/A Application Closing | 1272120 1:50 PM  N/A Internal Audit Trail ... 12/21/20 1:50 PM |N/A Internal Audit Trail ...
12/21/20 3:33 PM N/A Audit Trail Restore ... 12/21/20 1:50 PM N/A Audit Trail Backup s... 12/21/20 1:50 PM NiA Audit Trail Backup s....
12/21/20 3:30 PM  N/A Started Application > 1272120 150 PM  N/A Internal Audit Trail .. > 12/21/20 1:S0PM  NjA Internal Audit Trail ... >
12/21/20 3:28 PM__ N/A Application fermet... 12/21/20 1:50 PM  N/A Audit Trail Backup s... 12/21/20 1:50 PM N/A Audit Trail Backup s....

[ 12/21/20 3:28 PM INM Changing Language: :m NA Internal Audit Trail ... 12/21/20 1:43PM  N/A Internal Audit Trail ...

Previous Page Next Page vious Page Next Page

Search Export / Backup / Restore
[ 2 [ asc [ s | ooe [ - | - |

310°C 12 Jan 2021 11:22 AM >
Audit Trail
Time Stamp | User | Action
122120 3:33PM  NA Audit Trail Restore ...
12121/20 330 PM  N/A Started Application
| 1221/20328PM  NA Application fermet...
12/21/20 328 PM  N/A Changing Language:

\i) Time stamp: 21 Dec 2020 13:50:28
User: N/A
Action: Internal Audit Trail Backup Successful

12/21/20 1:49FPM  N/A Internal Audit Trail ...

Next Page

View Entry

Navigating the Audit Trail Using Page Buttons and Accessing Entries

7.0 % 12Jan 2021 9:44 AM 1+ ) B7.0°C 13 Jan 2021 2:50 PM O e proec PR (14 =)
- Avc ol - Search Field: O User Time Stamp | User Action
Time Stamp | User Action !
1221613 AN N Startod Appication QOrmestamp Qoiavaise ) newvaiue | 1212120333 PM | NA Audit Trail Restore ..,
V1221 8:12AM N/ Application Closing |
V1121926 AM  N/A Started Application | IAudit Trail Restore |
1/4/21 7:49 PM N/A Started Application |
12/21/20 3:34 PM - N/A Application Closing. | m ﬁ
12/21/20 3:34 PM N/A Application Closing
1221/20 3:33PM  N/A Audit Trail Restore ..
12/21/20 3:30PM  N/A Started Application
12/21/20 3:28 PM N/A Application fermet...
122120328PM  N/A Changing Language:

Previous Page >
oL

ack ew Entry
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8.4.2 Backing Up, Restoring, and Exporting

It is possible to backup, restore, and export the audit trail from the Audit Trail menu. From the Audit Trail menu,
press the Export/Backup/Restore button in order to access these functions. A user can back up the audit trail,
which can archive the audit trail either on the instrument or externally, if desired. When the audit trail is being
backed up, there will be a prompt to either start with a fresh audit trail or to add new entries to the current audit
trail. Restoring an audit trail allows a user to restore to a previously backed up one, but note that this action will
overwrite previous entries. The Restore action will be noted in the new audit trail. Exporting the audit trail allows a
user to save it to a USB device or a network location as a PDF.

8.4.2.1 Backup/Restore

From the Export/Backup/Restore menu, press the Backup/Restore button. A menu will appear, allowing the user
to backup or restore the audit trail to or from internal storage, a USB device, or a connected network.

to/from network requires an established connection to a network with file sharing

0 Backup/Restore to/from USB requires a USB device to be connected. Backup/Restore
capabilities. Restoring the audit trail requires a previous backup to exist.

Backing Up the Audit Trail

This feature allows a user to back up the audit trail to a USB device or network location or to an internal location.
Backing up to an internal location allows users that may not be able to utilize a USB device or network location, but
who still wish to have the ability to archive the audit trail and start fresh.

1. Select the button associated with the desired action/location (Internal Backup, Backup to USB, or Backup
to Network) in order to back up the existing audit trail.

2. When backing up the audit trail, it can be archived from the instrument. A dialog will appear asking “Do you
want to start with a fresh audit trail?” If Yes is selected, after the backup is complete, the new audit trail
will have the archive entry only. If No is selected, after the backup is complete, it will have the prior entries
as well as the archive entry. Also, after the backup is complete, a follow-up dialog will appear, indicating
that the archive was successful. The archived audit trail will be located either in the internal backup of the
instrument, a USB device, or a network share, depending on the location chosen. Press OK to return to the
Export/Backup/Restore menu. To navigate back to the audit trail screen, select the Cancel button.

Backing Up the Audit Trail
7.0 12 jan 2021 9:44 AM 0> = Froc 16 Mar 2021 11:37 AM (a0 Broc 16 Mar 2021 11:37 AM O, mm
TRETT N::;.I:m I T Entries to Export: Entries to Export:
11221 8:13AM  N/A Started Application Q current view @ Last 30 days QO current View @ Last 30 days
1/12/21 8:12 AM N/A lication Closin
121926 AM WA ::nw N,,_,.‘ca...,: Q entire Audit Trail - () Last 12 months Ok = T e—
VaR1749PM  NA Started Application O bate Range: Oo .
12/21/20 3:34 PM N/A Application Closing.
122120 334 P N/A Application Closing Start Date: 16 Dec 2020 Start
122120 3:33PM  NA Audit Trail Restore ...
12/21/20 330 PM  N/A Started Application > End Date: 16 Mar 2021 End |
122120 3:28PM  N/A Application fermet...
122120328 PM  NA Changing Language:

Search Expr tore
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Br.0°C 16 Mar 2021 11:37 AM [« ] B7.0°C 16 Mar 2021 11:37 AM 0> . Br.o°c 16 Mar 2021 11:37 AM [ ]

Entries to Export: Entries to Export: Entries to Export:

O Current View @ Last 30 days O Current View @ Last 30 days O Current View @ Last 30 days
O¢ m m ltns Q¢ Q entire Audit Trail - () Last 12 months
O o [ O Di O Date Range:

Calendar

&) Audit Trail Archive was successful Start Date: 16 Dec 2020 -

start with a fresh audit trail?
- > End D > End Date: 16 Mar 2021
— N N
=3
L —J

Restoring the Audit Trail

3) Do you want to archive the current audit trail and Start

This section outlines how to restore a previously backed up audit trail. Internal Restore will allow the instrument to
restore the audit trail from a previous backup stored on the instrument on the internal memory. Restore from USB
will allow a user to restore a previously backed up audit trail from a USB device. A previous backup must be located
on the USB device. Restore from Network allows a user to restore a previously backed up audit trail from a
network location. If restoring from a USB device or a network location, the instrument must be connected to the
desired media.

1. Select the Backup/Restore icon.

2. Select the button associated with the desired action/location (Internal Restore, Restore from USB, or
Restore from Network) in order to restore the audit trail from a previous backup.

3. When Restore is selected, a list of previous backups will be displayed. (Note: The file extension is in the
YYYYMMDDHHSS format [Year, Month, Day, Hour, Second)]. This is beneficial in locating the correct
backup file.)

4. Select your desired backup file from the list and press Select File. A dialog will appear indicating that the
restore was successful. Press OK to return to the Export/Backup/Restore menu.

Restoring the Audit Trail

Br.0°C 16 Mar 2021 11:37 AM [w ] pr.o°c 16 Mar 2021 11:37 AM [» ] 3ZOEC 25 fen 2021 2:26 B O == 31.0°C 25 Feb 2021 2:26 PM 1+ .
TS E TG Select Backup File Select Backup File

N . nexgen_pts_audit_db_backup_20210225142654... nexgen_pts_audit_db_backup_20210225142654...

O D @ mieee O EmEAEIS @ Las S nexgen_pts_audit_db_backup_20210225142650... nexgen_[ﬁ_audit_db_bach:p_20210225142550‘ “
O Entire Audit Trail O Last 12 months O Ent _ ] nexgen_pts_audit_db_backup_20210225142645... nexgen_pts_audit_db_backup_20210225142645...
nexgen_pts_audit_db_backip_20210225142635... nexgen_pts_audit_db_backup_20210225142635...

O pate Range: Ovoal nexgen_pts_audit_db_backup_20210129123449... nexgen nts aurit dh hackun 20210129173449...
Start Date: 16 Dec 2020 Start C - nexgen_pts_audit_db_backup_20210129102927... iz, | @RS AT 0D oy,
nexgen_pts_audit_db_backup_20210115085725... nexg I5725...

End Date: 16 Mar 2021 m nexgen_pts_audit_db_backup_20210115085720... > nexg 15720...
> nexgen_pts_audit_db_backup_20210115085319... Nexger prs_auait_uD_Uatkup ZUZIUIISuss319...

nexgen_pts_audit_db_backup_20210115085314... nexgen_pts_audit_db_backup_20210115085314...

e File Delete File

Exporting the Audit Trail (PDF)

Users can export a PDF of the audit trail to a connected network or USB device. An added feature allows the user to
filter which entries are shown on the exported PDF.
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1. Select Export to USB or Export to Network. Under the Audit Trail Entries to Export screen, select either
Current View, Last 30 Days, Entire Audit Trail, Last 12 Months, or Date Range. Current View allows the
user to export entries that have been filtered using the Search function within the audit trail menu, Last 30
Days will export all entries from the past month, Entire Audit Trail will export all entries logged on the
device, Last 12 Months will export all entries from the past year, and Date Range will export all entries
within a date range specified by the user.

2. Pressthe Export to Network button to export the chosen audit trail to the connected network drive or
Export to USB to export to a connected USB device. A buffering ring will appear while the export is taking
place.

3. Once the export has completed, a dialog will appear confirming that the audit trail has been successfully
copied. Press the OK button to exit back to the Export/Backup/Restore menu.

Exporting the Audit Trail to a USB Device

B7.0°c 16 Mar 2021 11:37 AM [ ] 7.0 *C 16 Mar 2021 11:37 AM (w3 ] 37.0°C 16 Mar 2021 11:37 AM [Pl ]
Entries to Export: Entries to Export: Entries to Export:
Q current view @ Last 30 days QO current View @ Last 30 days O Current View @ Last 30 days
QO entire Audit Trail ) Last 12 months QO entire Audit Trail - O Last 12 months O entire Audit Trail () Last 12 months
O Date Range: O Date Range: O Date Range:

Start Date: 16 Dec 2020 Start Date: 16 Dec 2020

\i) The selected portion of the AUGR Trall has been

copied successfully. >

Start Date: 16 Dec 2020

End Date: 16 Mar 2021

8.5 Administration (System Settings)

This section describes configurable options available in the Administration screen. To access the screen, select the
Administration (system settings) icon from the menu.

If User Management is On, access to the printer settings and audit trail will be available to all user accounts. Access
to the Languages, Date and Time, General Settings, Networks, and Calibrate Touchscreen screens will be available
to user accounts with the appropriate permissions or to an Administrator (see section 8.5.6).

administration options (system settings) will be limited by user account (the button will be

0 If User Management has been turned On (see section 8.5.6), access to certain
inaccessible and displayed grey) and the permissions granted to that user.

Administration Screen (System Settings)

3.0°C 22 S6p 2020 11:10 AM 0 » - 70°C 22 Sep 2020 11:13 AM O» . procc 22 Sep 2020 11:14 AM 0 -
Administration |

munestration
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8.5.1 Languages

The Endosafe® nexgen-PTS™ instrument can be configured to be in English, French, German, Italian, Spanish, and
Brazilian Portuguese. If User Management is On (see section 8.5.6), only an Administrator can select the Language
icon.

1. Select a language from the list of languages available.

2. Press the Save button.

3. The Administrator will then be prompted to restart the reader to apply changes in the language selected.
Select Yes to save and restart, or No to cancel changes.

Select a Language
B0 °c [mV3 3%11 C 22 Sap 2020 11:16 AM (Pl | foc 22 Sep 2020 11:18 AM [=FY |
English Ervglishi
Fran;ais Frangals
Dautsch Deutseh
Espafiol Espafal
Portugués Portugués

3‘) Riaraa per applcars be medifichs alla lingua
@ % sy EEER
o |

8.5.2 Network

This section describes how the Endosafe® nexgen-PTS™ instrument is configured to access a Local Area Network
(LAN) using a standard wired Ethernet connection, or a wireless LAN connection using the built-in wireless module.
If User Management is On, only a user with the appropriate permission can select the Network icon. To access the
Network Configuration page, select the Network icon from the Administration screen. In most cases, the default
settings will work. In some cases, where the network is more complex, some advanced configuration settings may
be required.

The wireless module supports only 802.11 b/g.

When configuring Wi-Fi connection or the Wired Ethernet connection, only one
active connection is allowed.

The SSID and network password are required to set up a wireless LAN connection.
The device supports only the WPA-2 security protocol.

@
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A network that has been set up will become the default network connection. In
order to switch from a wired to a wireless network, the Administrator must
manually select the method of connection.

@@

Not all nexgen-PTS ™ instruments are configured with a wireless internet card. Wi-Fi
compatibility depends on the region where the nexgen-PTS™ is sold to, as local
regulations may not allow for wireless internet.
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8.5.2.1 Setting Up a Wired Ethernet Connection

1. Insert the supplied Ethernet cable connector into the Ethernet port at the back of the instrument.

2. Insert the other end of the supplied Ethernet cable connector into an available Ethernet port with access to
the network.

3. Select the radio button for Enabled.

a. The radio button will display filled if Wired Ethernet is active.

4. Configure the instrument’s wired Ethernet.

e Static IP Address: Select the radio button for Static IP Address. The radio button will display filled if Static IP
Address has been selected. This option allows the input of a fixed static IP address and Gateway (subnet
mask). In this option, the IP and Gateway (subnet mask) will remain fixed until manually changed.

e DHCP: Select the radio button for DHCP. The radio button will display filled if DHCP has been selected.
When the device is part of a larger network, a DHCP is used. A DHCP IP and Gateway (subnet mask) are
automatically assigned by the network server.

e Mac Address: Will display on the lower section of the screen.

e Subnet Mask: Configurable per network settings at customer.

Edit Subnet Mask: Field to enter a manual subnet mask to work with configured IP address.
Select the Apply button on the page when complete.

Setting Up a Wired Ethernet Connection

3.0°C  225ep20201:06PM icsmm BT0%C  22Sep 2020112 PM [1~Fy ] B7.0%C  2256p2020122PM [1~F3 |
‘Administration Network Network
Network Adaptor
@ (O
@ owee () static [ @ o Q stae
wiH

Ip Address Ip Address  10.45.7.114
Gateway (104571 Gateway 104571
M;é Address  T0:b8:3e:00:18:29 | i Mac Address  70:08 3¢:00:18:09
|
Submet Mask  255.255.255.0 > Subret Mask 255,295 2550
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8.5.2.2 Setting Up Wi-Fi (For Models Equipped with a Wireless Module Only)

1. Activate the Wi-Fi configuration by selecting the Wi-Fi button.
2. Select the radio button for Enabled.
a. The radio button will display filled if Wi-Fi is active.

3. Configure the instrument’s Wi-Fi to your network settings.

e Static IP Address: Select the radio button for Static IP Address. The radio button will display filled if Static
IP Address has been selected. This option allows the input of a fixed static IP address and Gateway (subnet
mask). In this option, the IP and Gateway (subnet mask) will remain fixed until manually changed.

e DHCP: Select the radio button for DHCP. The radio button will display filled if DHCP has been selected.
When the device is part of a larger network, a DHCP is used. A DHCP IP and Gateway (subnet mask) are
automatically assigned by the network server.

e Mac Address: Will display on the lower section of the screen.

4. Select the Configure button.

5. Select the wireless network from the list of available wireless networks.

6. Select the Next Page button.

7. Select the security level (WPA & WPA-2 or None).

8. Select the Next Page button.

9. On the Wi-Fi Settings page:

a. Input the SSID for your wireless network in the SSID field if you are using a hidden SSID.

b. Input the password for your wireless network in the Password field.

c. Select the Accept button to save the settings before navigating away from the Wi-Fi Settings page.

d. When the Accept button is selected, the user will return to the Network Adapter page with Wi-Fi
already selected.

10. Select the Apply button after reviewing the settings summary on screen.
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Setting Up Wi-Fi

37070 22'Sep202d 1:06/PM [P ] ard ¢ 24 Hov 2020 1:41 PM [y ] 15 jan 2021 1:16 PM
Administration f Matwark Network

Metwork Adapber Network Adaptor
Ethenmet @ Enabied Ether... Enabled

@once (O seaic @orce O static
WieFi
Ip Addiness | 10,45,7 44 Ip Address 0.0.0.0

Gatewny | 104571 Gateway 0.0.0.0
Mac Addness  00:00:00:00:00:00 Mac Address  00.00:00.00:00:0
> ssiD > ssiD >

Subnet Mask 2352552550 Sudnet Mask

R Subrret Magk

15 Jan 2021 1:16 PM 15 Jan 2021 1:20 PM 15 jan 2021 1:16 PM
Network Wi-Fi Network
Network Adaptor Guests Network Adaptor
Ether... Enabled [ Ether... é Enabled
@oHce  Ostartic xfinitywifi @orce O static
Ip Address  0.0.0.0 Employees Ip Address  0.0.0.0
HP-Print-e5-Laserjet
Gateway 0.0.0.0 R
y ddowrt Gateway 0.0.0.0
Mac Address  00:00:00:00:00:0 > Eng Inee r!ng > Mac Address  00.00:00:00:00:0
SSID SSID
Subnet Mask Subnet Mask

8.5.3 Date and Time

This section describes the procedure for setting the Time Zone, Time, and Date. To access the date and time
settings, select the Date and Time icon from the Administration screen. If User Management is On, only a user with
appropriate permissions can select the Date and Time icon.

7.0 °C 24 Nov 2020 2:49 PM C1» . aro-c 24 Mow 2020 152 P (wF)

ors2pv [

Administration

ST

8.5.3.1 Setting and Adjusting the Time

On the Date and Time menu, the time is displayed and set in the 24-hour format for all languages except English,
which is set to a 12-hour clock. The time will be displayed on test reports and in instrument logs using a 12-hour
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format, including AM/PM denotation. The DST button is used to toggle Daylight Savings Time off or on. The
currently/set time zone is'displayed to the right of the Time Zone button. If the displayed time zone is accurate but
the system time needs to be adjusted, go to step 4 of this section.

1. Pressthe Time Zone button.
2. Select the local time zone to adjust the instrument’s time, offset from GMT (Greenwich Mean Time).

a. The system will automatically adjust the set time to match the indicated time zone.

3. Press the Save button.
4. To adjust the Time:

a. Press the Edit button next to the displayed time.

b. To change the hour, highlight the rightmost Hour digit and use the Up and Down Arrows to set the
correct hour. The numeric keyboard can be used to type the correct digit. Highlight the digit to be
changed and enter the desired number on the keyboard.

c. To change the minute, highlight the rightmost Minute digit and use the Up and Down Arrows to set
the correct minute. The numeric keyboard can be used to type the correct digit. Highlight the digit
to be changed and enter the desired number on the keyboard.

5. When the time is set, press the Save button (this button will be accessible if a change has been made).

DST (Daylight Savings Time) can be selected to increment the time forward one hour during
the Daylight Savings Time period. This feature changes the time only when selected; it does
not automatically update the time for Daylight Savings. This radio button can be selected to

adjust to Daylight Savings Time. When Daylight Savings is over, de-select this button.

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 39
Manual




Setting the Time Zone
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8.5.3.2 Setting the Date

Adjustment of the date can be accomplished via manual adjustment of the day/month/year digits (similar to setting
the time) or by accessing the unit’s digital calendar and selecting the desired date. Date is displayed in the YYYY-
MM-DD format (YYYY = numerical year, MM = numerical month, DD = numerical day).

Setting the Date Manually:

1. Press the Edit button next to the displayed date.
2. To change the day, select the rightmost Day digit and use the Up and Down Arrows to cycle through the

days.
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Setting

To change the month, select the rightmost Month digit and use the Up and Down Arrows to cycle through
the months.

To change the year, select the rightmost Year digit and use the Up and Down Arrows to cycle through the
years.

the Date via the Calendar:

Press the Calendar button below the displayed date.

Press the Month at the top of the screen to display a drop-down menu containing the months of the year.
Select the correct month in the drop- down menu to set it. (Note: The arrows located at the top left and
right corners of the screen may be used to scroll through the months in succession.)

Press the Year at the top of the screen to display a set of arrows. Use these to set the correct year.

Once the desired month and year are set, the days of the month displayed will be automatically adjusted to
the correct orientation.

Select the correct day within the calendar and press the OK button to confirm the selected date- or press
the Cancel button to disregard changes.

Once the date has been set (manually or via the calendar), press the Save button (this button will be accessible if a

change

Adjusting the Time (Shown using Arrow Keys and Numeric Keyboard)
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Setting the Date via Calendar
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8.5.3.3 NTP (Network Time Protocol)

The displayed time on the instrument can update and set automatically when using a valid NTP server IP address.
When this feature is enabled, the time on the instrument will sync with that of the selected NTP server if the
instrument is connected to a networked system that can reach this server.

1. Select the NTP Settings button.
2. The NTP Settings window will display.
a. Toenable NTP, select the On radio button.
b. To disable NTP, select the Off radio button.
3. Typeinthe NTP server IP address.
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4. Select Apply.
all If'a-connection cannot be established, an error message will display indicating, “There was an error

connecting to the NTP server. Please verify the IP address is correct.”
5. When NTP is on and connected to a valid NTP server, the Date and Time screen will display NTP: On.
6. The instrument date and time will update approximately 60 seconds after being configured.

Using NTP
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8.5.4 Printer Configuration

This section describes how the Endosafe® nexgen-PTS™ instrument is configured to print with a compatible
network printer or compatible USB- connected printer (printers must be PostScript compatible). All user types can
select the Printer icon and set up printers. Alternatively, a receipt-type printer can be used. Contact your local

representative for more information.

To access the Printer Configuration screen, select the Printer icon from the Administration screen.

3%:0 °C 22 Sep 2020 11:15 AM ]+ ma
Administration

To print test results, a network or USB printer must be configured as the default printer.
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8.5.4.1 Setting Up a Printer
There are multiple ways to print using this instrument:

e A USB PostScript Printer: Connect a USB printer to the instrument using the supplied micro-USB (type B) to
USB receptacle (type A) cable.

e A Networked Printer that is PostScript Enabled: Connect the instrument to a network with compatible
printer(s).

e A Compatible Receipt Printer: Some models may be able to be networked or connected via USB.

1. Select from the list of available printers to use as the default printer (will display network and USB printers
available to the instrument). USB- connected printers will be displayed by the manufacturer’s information.
Network printers will display manufacturer’s information and the IP address.

a. Select Refresh Printers List button if the device is not displayed.
b. Select Previous Page or Next Page button to scroll through multiple pages of printers.

2. Select the printer from the list of available printers.

printer may be on the same network, but not on your local network subnet. Consult your IT

o The instrument will only display network printers on your local network subnet. A nearby
department for more information.

3. Select the Apply button. It will become active when a printer is selected from the list.

4. The name of the current printer will display in the Current Printer field. If the printer is connected
successfully, the status will display in the Printer Status field.

5. The set printer will now be the default printer.

6. To test the connection, the user can select Print Test Page. Selecting this button will print a page to the
connected printer.

Setting Up a Printer
30 °C 22 Sep 2020 11:15 AM 1 » 17.0°C 22 Sep 2020 11:26 AM s == T o e SR TR £ =
Administration
Current Printer:  10.45.7.61 Cigrmend Priaker
Printer Status:  Printer connec ted rint Test Page Prifter Satus Prine Tt Fag
HP Laserjet 200 color M251nw 10.45.7,86 HF Lagerjot 200 color M251ne 10.45,7.88
RICOH MP C2004ex PS3 10.45.7.189 RICOH MP C2004ex P53 10,45.7. 160
1190 RICIOH MP C2004ex P53 10,45 7.190
(Y [ owm s
e - 5 Zera Printer 10,45.7.15
Zebra Printer 10.45.7.193 Fedora Frinter 10.45.7 193
> Zebra Printer 10.45.7.24 > Zebra Frinter 10.43.7.24
Zebra Printer 10.45.7.60 Lira Printer L0045 760
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8.5.4.2 Adding a Printer by IP Address

1. Connectthe instrument to the network that the printer is connected to via Wi-Fi or Ethernet.

2. Select the Add by IP Address button.

3. Enter the printer’s IP address. (Note: Ensure a valid IP address for a printer is added. The instrument
cannot detect an invalid printer IP address.)

4. Select the Save button.

5. A window will be shown stating that the printer has been added and asking if you would like to print a test
page.

6. Select the Print Test Page Now button.

7. Verify that the test page printed properly.

Adding a Printer by IP Address

hrgse 22 fep 2070 1030 AM ] 3.0 22 Sep 2020 11:41 AM [+ = E
. & BT 12 Sep HII0 1141 AN 0+ =
e L Enté? Printer IP Address: B
PV —— m
Printer Slalus: e comsareg _
HP Laseriet 200 color M231nw 10,865,786 |10-9-4'5|

HP Laserjet 200 color MI5kew 1045 765
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RICOH MP C2008ex P53 10457, 150
Zebrm Printer 10,457,123

Lebra Printer 10.45.7.13
Tabrn Printer 10.45.7.193
Lebra Printer 10.45.7.24
Zabrm Prinber 10.45.7.60

ST

8.5.5 General Settings

This section defines the general settings that can be configured on the instrument. To access the general settings,
select the General Settings icon from the Administration screen. If User Management is On, only an Administrator
(or user with the Change Setting permission) can select the General Settings icon. When modifying the general
settings, select the Save button to save changes. To scroll through the pages of General Settings, press Next Page
or Previous Page.

The user will be notified by an on-screen prompt that the changes will not take effect until the system is restarted.
The user must restart the system at this point to implement the changes. To restart the instrument, select the
Shutdown icon from the Menu screen, then restart.
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General Settings

User Management: Oo« OO"
Beep Sounds: O On O Off
Key Beep Sounds: O On O off

Endotoxin Limit: @ Qor
Graph: @ On O off

Automatic Print: ( On ______ o
Individual Sample Valves: @ on Q) orr
N/A for Invalid Sampies: @ Qor
Blank Lines at End of Report: O On O off

Report Signature Lines: @ On O on

|
|

Halton N Sample - Draw: (@ on (Do

Sample Size Detection: OOn @ Off

Halt on Sample Size Error: O @ Off

Detect Early Sample in
Optical Well: @o Qo

Halt On Early Sample in
Optical Well: Qo @or

Halt on No Sample - Optical
well: @o Qor

Generate Report for
Aborted/Halted Tests: @ Qor

e = “ E

Page 1

Fa!cgmrd Expiration period:

- -

Passward History Limit:

-

Incarrect Login Attempt Limit:

- .
Password Requirements:
@ complex () simple
Discovery Domain:

Page 4

Page 2
Device Location:
Cortex Server |P:
Cortex Server Port: 513

Post-test Comments: @ On O off
Mouse Input Mode: Qo @on
Enable Show Password: @on Qor

Administrators can run tests: @ On O off

Users must enter password before printing test

report:
O On @ o

User Time Qut:

= -
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8.5.5.1 General Settings Page 1

User Management: O On O Ooff
Beep Sounds: O On O Off
Key Beep Sounds: @ Qor
Endotoxin Limit: @or Qor
Graph: O On O off

Automatic Print: @o Qor
Individual sample valves: @ on o
N/A for Invalid Samples: @ Qeor
Blank Lines at End of Report: O On O off
Report Signature Lines: O On O on

|
T
|

mm

General Settings Page 1 is a selectable page of settings to customize the system. All options are On/Off. When a
customized selection is made, select Save prior to navigating away from the General Settings screens. In order to
implement selections, be sure to restart the instrument.
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General Settings Page 1

Function

User Management

Description/Setting

On — Enables the requirement of user account(s) for access to the instrument. An
initial Administrator user type must be created to enable this function (see section
8.5.6).

Off — Disables the requirement of user account(s) for access to the instrument
(see section 8.5.6). If this is disabled, a user can enter an Operator ID for each test
if desired.

Beep Sounds

On — System will audibly sound during a test.

Off — System will not make any audible sounds during a test.

Key Beep Sounds

On - System will emit a short beep after each key press.

Off — System will not emit beeps for key presses.

Endotoxin Limit

On — Allows the user to enter an endotoxin limit for the test.

Off — Does not allow the user to enter an endotoxin limit for the test.

Graph

On — Displays the absorbance graph during the test.

Off — Does not display the absorbance graph during the test or when viewing past
results.

Automatic Print

On — The most recent test report will be automatically printed when a test is
finished. A default printer must be set up prior to printing.

Off — Test reports will not be automatically printed.

Individual Sample Values

On — Sample values will be reported individually for each sample well on the test
report and as the averaged sample value.

Off — Sample values will be averaged on the test report.

N/A for Invalid Samples

On — Will display “N/A” for Endotoxin Sample Value if the test suitability is “Fail”.

In

Off — Will display the Endotoxin Sample Value if the test suitability is “Fail” and an

Endotoxin Sample Value exists for that test.

Blank Lines at End of Report

On — Blank lines are appended to the end of printed test reports. This feature
should only be used with a receipt printer. This will add 30 lines to the report on
the receipt paper.

Off — No blank lines are appended to test reports.

Report Signature Lines

On — Will append signature lines to the end of a printed test report for an Analyst
and Reviewer.

Off — Will not append signature lines to printed test reports.
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8.5.5.2 General Settings Page 2

General Settings Page 2 is a selectable page of settings to customize the test processing and reports. All options are
On/Off. When a customized selection is made, select Save prior to navigating away from the General Settings
screens.

General Settings Page 2

Halt on No Sample - Draw: @ On O Off
Sample Size Detection: Qo @or
Halt on Sample Size Error: O Or @ Off
gtysmen @ Qor
MU= O @or
Hwaenll'::on No Sample - Optical @ on O off
foonedrared e @on Qo

General Settings Page 2

Function Description/Setting

On — Will halt the test if sample is not detected during the initial pull of the
sample. If no sample is detected, the test report will indicate which channel is

ffected.
Halt on No Sample - Draw attecte

Off — Will show error message if sample is not detected during sample draw and
continue the test. The test report will also show the error message.

On — The user will receive a notification if too much or too little sample is
detected. This is primarily a diagnostic tool to help detect pipetting errors. A
precise 25 ul aliquot delivery is required into each well for an accurate assay. The

sample size parameters can be adjusted on Page 5 of the General Settings.
Sample Size Detection P P J & &

Off — No notification will be made if too much or too little sample is detected. If
no sample is detected, then the user is notified that a sample was not detected in
one or more wells.

On — Will halt the test if “Sample size too large” or “Sample size too small” are

detected.
Halt on No Sample Size Error (this erecte

setting requires Sample Size Detection . . .
greq P Off — Will show any applicable error message(s) “Sample size too large” or

to be ON . . . . L
) “Sample size too small” and continue the test, provided Sample Size Detection is
enabled. The test report will also show the error message.
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Detect Early Sample in Optical Well

On — System will monitor optical wells to detect if sample enters the optical well
early. This could be an indication that there is an instrument issue or sample
volume issue. If this feature is enabled and the test suitability fails, the report will
indicate if the sample was detected early in the optical well, provided no other
errors occurred.

Off — Optical wells are not monitored to detect sample entering early.

Halt on Early Sample in Optical Well
(this setting requires Detect Early
Sample In Optical Well to be ON)

On — Will halt the test if sample is detected in the optical well too early.

Off — Test will continue. Test report will show error message “Sample entered
optical well early”, provided Detect Early Sample in Optical Well is enabled.

Halt on No Sample - Optical Well

On — Will halt the test if sample is not detected when sample is pulled into the
optical well.

Off — Will show error message if sample is not detected when sample is moved to
optical well and continue the test. The test report will also show the error
message.

Generate Report for Aborted/Halted
Tests

On - System will generate an abbreviated test report for aborted or halted tests
for all error conditions once the sample has been added. Note: An aborted test is
defined as a user-aborted test, meaning the user pulled the cartridge or otherwise
stopped the test from completion. A halted test means that one of the “Halt on ...”
features is turned On and the system stops the test at the time of detection.

Off — System will only generate a test report for aborted tests once the test
readings have started.

8.5.5.3 General Settings Page 3

General Settings Page 3 is a selectable page of settings to customize the system.

General Settings Page 3

©0n
Qon
@On

Administrators can run tests: @ On

Post-test Comments:

Qon {
@ or
Qon
Qon

Users must enter password before printing test

report;
O @or
User Time Out:
'
B
_ r

A

|
i
E=EEE]

Mouse Input Made:

Enable Show Password:

]
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General Settings Page 3

Function Description/Setting

On — Will allow comments to be added to test report after assay completion. This
will allow up to 10 individual comments (maximum 30 characters) to be added to
Post-Assay Comments a report.

Off — Does not allow comments to be added after the test is completed.

On — This feature allows a USB mouse to be plugged into the unit. Enabling this

feature will disable the touchscreen on the unit.
Mouse Input Mode

Off — Does not allow the use of a USB mouse.

On — Will give the user the ability to allow or not allow the display to show
password characters when a user is entering their password upon login. User
Enable Show Password Management must be On for this feature.

Off — Will hide password characters when a user is logging in.

On — Will allow administrators to run tests.

Administrators Can Run Tests
Off — Will not allow administrators to run tests.

On — The user is required to enter their password to print test results. In order to
Users Must Enter Password Before use this feature, users must be set up through User Management.
Printing Test Report

Off — The user is not required to enter their password to print test results.

Setting User Time Out

User Time Out will adjust the amount of time (in minutes) a user can remain inactive before the instrument will log
them out (minimum 5 minutes; maximum 999 minutes). To adjust the amount of time in minutes:

1. Select the Plus (+) or Minus (-) buttons.
2. Select the Save button to save the settings before navigating away from General Settings Page 3 screen.

Clear Users

The Clear Users button will remove all users that have been set up in User Accounts. If User Management is On, the
logged in user will need to enable the permission to clear users. To clear users, select the Clear Users button. Dialog
box will display, “This will permanently clear all User Accounts. Is this what you want?”:

1. Select Yes to remove user accounts or No to cancel. Selecting Save is not required.
2. Once the user accounts are cleared, they cannot be recovered.
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8.5.5.4 General Settings Page 4
General Settings Page 4 allows for the customization of the password settings.
General Settings Page 4

Pasgward Expiration period:

.

Password History Limit:

U

Incorrect Login Attempt Limit:

- K

Password Requirements:

@ Complex O Simple

Discovery Domain: Edit

P s m

Setting the Password Expiration Period

Password Expiration Period will adjust the amount of days the user’s password will remain valid (minimum 30
days; maximum 999 days). To adjust the amount of days:

1. Select the Plus (+) or Minus (-) buttons.
2. Select the Save button to save the settings before navigating away from General Settings Page 4 screen.

Setting the Password History Limit

Password History Limit will adjust the number of passwords the instrument will retain and compare to new
passwords input by a user. If a user inputs a password that has previously been used within the selected range, the
instrument will not allow that password to be used (minimum 1 password; maximum 99 passwords). To adjust the
password history limit:

1. Select the Plus (+) or Minus (-) buttons.
2. Select the Save button to save the settings before navigating away from General Settings Page 4 screen.

Setting the Incorrect Login Attempt Limit

Incorrect Login Attempt Login Limit will adjust the number of incorrect login attempts that the system will allow
before deactivating a user. A deactivated user must be re-activated by an administrator (minimum 1 attempt;
maximum of 99 attempts). To adjust the amount of incorrect login attempts allowed:

1. Select the Plus (+) or Minus (-) buttons.
2. Select the Save button to save the settings before navigating away from General Settings Page 4 screen.
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Setting Password Requirements

Password Requirements

Complex — Passwords must be 8-40 characters and contain at least one uppercase
letter, one lowercase letter, and one number or special character.

Simple — Passwords must contain between 4 and 40 characters of any type.

Setting Discovery Domain

Cortex™.

this field is blank:

1. Select the Edit icon and input th

screen.

8.5.5.5 General Settings Page 5

General Settings Page 5

Device Location:

Cartex Server IP:

Cortex Server Port:

— 1

Discovery Domain is a network domain which allows for device discovery which can be used by Charles River

To set the discovery domain select the Edit icon and input the connected network domain. The default value for

e connected network domain. The default value for this field is blank.

2. Select the Save button. The active discovery domain will display in the Discovery Domain field.
3. Select the Save button to save the settings before navigating away from the General Settings Page 4

General Settings Page 5 allows for the customization of the Device Location, Charles River Cortex Server IP, Charles
River Cortex Server Port, as well as the ability to enable Automatic Network Save, Change Sample Size Limits, Edit
Custom Fields, Clear Lot Numbers and Cal Codes, Clear the Sample Database, Clear Reports, and Restore Reports.

Manual
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Setting the Device Location

Device Location is a text description of the device’s physical location and is included with the test report. Device
location is also utilized through the Charles River Cortex data management software. The maximum number of
characters allowed is 18. To change the Device Location:

1. Select the Edit button and input the location description.
2. Select the Save button.
3. The current device location will display in the Device Location field.

Setting the Charles River Cortex™ Server IP

Charles River Cortex™ Server IP is the IP address used to connect to Charles River Cortex™ software. To change the
Charles River Cortex Server IP:

1. Select the Edit button and input the Cortex™ server’s IP address.
2. Select the Save button.
3. The current Charles River Cortex™ server IP will display in the Cortex Server IP field.

Setting the Charles River Cortex™ Server Port

Charles River Cortex™ Server Port is the TCP port number used to connect to the Cortex product. To change the
server port:

1. Select the Edit button and input the server’s TCP port number.
2. Select the Save button.
3. The current Charles River Cortex™ server port will display in the Charles River Cortex Server Port field.

Automatic Network Save

The Automatic Network Save function allows the instrument to be configured to automatically save reports (.pdf)
to a CIFS or NFS share.

If connecting to a CIFS share, SMBv1 and NTLM must be enabled on the server hosting the
share in order to authenticate to a CIFS share. Valid login credentials are required to access
the server location. It's recommended that you contact your IT department and verify your

network share settings prior to enabling this setting.

To enable this function:

1. Select ON for the Automatic Network Save.

2. Click the Edit button on the Share line and type in your share location. The format will be \\IP address(or
Server Name)\Share Name.

3. Once entered, choose the Connect option to save it. You may receive an error message, but the setting will
save, as not all the settings have been configured yet.

a. Note: The format for the Server Name and Share Name must be followed, and do not enter the
full folder path here.
4. Click Edit for the User: line and enter a user who has access to the Shared folder and click Save.
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a. Itis recommended to use a Service account or use a user account that is created specifically for the
nexgen-PTS™.
b. This user must have Read/Write access to the destination folder and Read and Traverse access for
all folders above the destination folder.
5. Click Edit for the password and enter the password for the user chosen in the above step, then choose
Save.
6. Click Edit for the Domain and enter the domain for the user account.
a. If the share location is not connected to a domain or you are using a local user on the share system,
use the Computer Name (Hostname) of the share.
7. Once all settings except Folder have been set, click the Save button at the bottom. A message stating that
the share connection was successful should appear.
8. If you would like the data to be saved in a separate folder other than the root of the share, select the Edit
button on the Folder line. Here, you can browse to the folder of your choice.

7.0%C 16 Mar 2021 4:04 PM Cl»m
Merwark Save Setlings
Share Connection: @ On O off
Sharo: MNP AddrossfShareName Edit
Share Connection: Not Connscted
Folder: Edit

User: nexgen_srv
Password: »
Domain: damain

Back
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Changing Sample Size Limits

The Change Sample Size Limits button is used to change the sample size detection limits that are used for different
test methods. The minimum sample size is 20 microliters with a maximum sample size of 30 microliters.

If you are to utilize the Sample Size Detection feature, please ensure that you have fully
validated/qualified this feature with each of your sample types.

To change sample size limits:

1. Select the Change Sample Size Limits button.

2. Select the appropriate test method (Endotoxin, Beta-glucan [for use with Beta-glucan cartridges only], I/E
Screen [for Inhibition/Enhancement cartridges only], or Gram-ID [for Gram-ID cartridges only]) that you
want to edit size limits for and select the Edit button.

3. Enter the desired values for the minimum and maximum sample size.

4. Select the Save button.
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5. The updated sample size limits will be shown in the list.
6. (Select'the Back button to return to General Settings Page 5.

Adding, Deleting, or Editing Custom Fields

The Edit Custom Fields button is used to add or delete customized data fields for test reports. Custom fields can be
in the form of Text, Number, or a Yes/No button. When enabled and set up, users will be prompted to complete
the fields to run an assay. The maximum number of custom fields alone, without the use of accessories from the
Accessory Database, is 10.

To ADD a new field:

1. Select the New Field button.
2. Enter the Field Name as it will appear on the test report and when entering test parameters.
a. Select the Text button if the field will have text values.
b. Select the Number button if the field data will have numeric values.
c. Select the Yes/No button if the field data will have yes/no values.
d. Once complete, select the Save button.
3. A prompt will ask if you would like to Restart Later or Restart Now. The custom field has been saved but
will not be used until the system restarts.
4. The system will return to the previous screen and the updated custom field will be shown in the list.

To DELETE a custom field:

1. Select the field from the list.
2. Select the Delete Field button to delete the field.
3. The custom field will be deleted when the system restarts.

To EDIT a custom field:

1. Select the field from the list
2. Select the Edit button to edit the field.
3. The custom field will be modified when the system restarts.

Clear Lot Numbers and Calibration (Cal) Codes

The Clear Lot Numbers and Cal Codes button, when selected, will remove all cartridge lot numbers and calibration
code combinations that have been stored by the instrument.

To clear cartridge lot numbers and calibration codes:

1. Select the Clear Lot Numbers and Cal Codes button.

2. Adialog box will display, “This will permanently clear all Cartridge Lot Numbers and Calibration Codes. Is
this what you want?”

3. Select Yes to confirm or No to cancel (Note: Selecting Save is not required; when Yes is selected, the
cartridge Lot Numbers and Calibration Codes are automatically removed).

4. Once the cartridge lot numbers and calibration codes are cleared, they cannot be recovered.

Clear Sample Database

The Clear Sample Database button, when selected, will remove all stored samples that have been set up in the
Sample Database (see section 8.1 for more details). To clear the sample database:
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1. Select the Clear Sample Database button.

2. (Adialog box will display, “This will permanently clear the Sample Database. Is this what you want?”

3. Select Yes to confirm or No to cancel (Note: Selecting Save is not required; when Yes is selected, the
samples are removed).

4. Once the sample database is cleared, it cannot be recovered.

Clear Reports

The Clear Reports button will remove all stored reports and instrument/ application logs from the instrument. This

feature will only clear reports, while the Audit Trail will capture the action. The Audit Trail cannot be cleared — only

archived (see section 8.4 for more details). The ability to utilize the Clear Reports button is tied to the Clear Reports
permission in User Management. To clear the reports:

1. Select the Clear Reports button.

2. Adialog box will display, “This will clear all logs and all test reports on the PTS. Is this what you want?”

3. Select Yes to confirm or No to cancel (Note: Selecting Save is not required; when Yes is selected, the
reports are removed). Test Logs are not removed and can be used to restore reports later.

4. Once the reports and logs are cleared, they cannot be recovered.

Restore Reports

The Restore Reports button, when selected, will restore previously deleted reports to the system using their test
logs.

only the test report will be restored. The ability to utilize the Restore Reports button is tied

0 If any comments were made to the report after the assay completed, they will be lost —
to the Clear Reports permission in User Management.

To restore re ports:

1. Select the Restore Reports button.

2. Adialog box will display, “This will restore any test reports that have been cleared from this device. Is this
what you want?”

3. Select Yes to confirm or No to cancel (Note: Selecting Save is not required; when Yes is selected, the
reports and logs are restored).

8.5.6 User Management

This section describes how to manage user accounts, how to create user accounts, and instrument accessibility by
user account type.

To access user accounts, select the User Accounts icon from the Menu screen. User accounts can be set up at any
point during instrument setup and/or use of the Endosafe® nexgen-PTS™ instrument. The instrument does not
come configured with default active users and does not require user accounts to run a test. If User Management
(requiring log in with a unique username and password, and limiting user access) is required, an initial
administrator account must be created.

Once an initial administrator account is added, User Management can be turned On (see section 8.5.5.1). In order
to avoid locking out an administrator account, it is highly recommended that multiple administrator users are
created prior to turning User Management On. Additional users can be created before or after the User
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Management function is turned On. If User Management is On prior to creating an administrator account, access
will not be granted to the system.

When User Management is On, the name of the currently active user account will display in the notification panel
at the top of the screen. The default user role permissions can be modified when User Management is turned On.

User List
37.0 °C 02 Dec 2020 1:08 PM Manager 7 & I |
| Users
| | Legin Mame  © | Active | Type | Pesswaord Exp,
Best true User 21 Mar 2017
| admin true Administrator | 21 Mar 2007
|
Managar trus Manager 2 Mar 2021
] i M N —
| Demo true | mdrrimistrator |12 jun 2018

Create New User Delets Usar
Edit Lser

e Login Name: This column displays the user’s login name, as described below. Character length allows up to 40
characters, however it is recommended that a maximum of 20 characters is used.

e Active: This column displays whether a user account is active (true) or disabled (false).

e Type: The user type describes whether the user is an administrator, manager, or user.

e Password Exp.: Displays when the user’s password will expire. The default expiration is set to 90 days.

8.5.6.1 Types of User Accounts

There are three types of default user roles, limiting access as noted when User Management is On.

Function Description

Permissions include run tests, view test reports, save test reports to a USB device,
print data, and load a test from the sample database. Has access to the

User Administration (system settings) page to set up a printer, view the Audit Trail and
view System Information. This role does not have access to any additional
functions, including editing the Sample Database, and setting up user accounts.

Has all the permissions as a User. Additionally, the Manager has full access to the

Manager
& Sample Database and User Accounts screens.

By default, an Administrator has access to the complete instrument. If

Administrator .. . ..
Administrators can run tests is set to No, the Administrator cannot run a test.
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8.5.6.2 Types of User Accounts

If User Management is On, only a user with appropriate permissions can create a new user.

1. Select the Create New User button.
2. Enter a username in the Login Name field. The login name is limited to 40 characters and must have a

minimum of three characters.

3. Enter a password in the Password field.
a. If simple passwords are being used, the password must be 4-40 characters of any type.
b. If complex passwords are being used, the password must be 8-40 characters and contain at least
one uppercase letter, one lowercase letter, and one number or special character.
c. A message near the bottom of the form serves as a quick reminder of the complexity parameters
and changes depending on whether the Password Requirements setting (found in Administration —
General Settings Page 4) is configured for simple or complex passwords.

4. Re-enter the password in the Confirm Password field. Select Show Password to display the password when

typing.

5. Select the User Type. If the keyboard is visible, select Close to hide the keyboard. This will allow the User
Types and Save buttons to be visible.

6. Select the Save button to save the new user. Repeat steps 1-6 for additional new users. They system does
not limit the number of users that can be created.

i

As users are entering a password, the system will check for display one of the following
levels of password strength: Weak (in red), Medium (in ), or Strong (in green).
Passwords are not validated based on strength, only complexity as described above.

When configuring a user's password, the system will evaluate and display the password's strength in real time.

Password strength is separate from password complexity. Password strength should only be used as a reference
when selecting a password; the software does not validate passwords for strength, only complexity (as configured
in the Password Requirements system setting).

Password strength is determined by length and number of character types used (uppercase, lowercase, numbers,

and special characters):

e Weak -- Passwords of any length using one (1) type of character or passwords with five (5) or fewer
characters using any combination of character types are marked as weak.
e Medium -- Passwords with six (6) or more characters using two (2) to three (3) types of characters are

marked as medium strength.

e Strong -- Passwords are marked as strong when they are seven (7) or more characters in length and use all
four (4) types of characters (uppercase, lowercase, numbers, and special characters).
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Create New User
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When User Management is On, after 30 minutes of inactivity, the user will need to re-enter

their password. The last screen viewed will be displayed; select the Back or Menu buttons
to navigate to the Enter Password screen. The inactivity time can be set through the

Administration tab.

8.5.6.3 Change the Currently Active User’s Password
All user types can change their own password.

1. Login using the user’s current password.

2. Navigate to the menu by selecting the Menu icon.
3. Select the User Accounts icon, then navigate to Login Name — Edit User — Reset Password.
4. Enter the user’s current password in the Current Password field.
5. Enter a new user password in the New Password field. The password must be 8-16 characters and contain
at least one uppercase letter, one lowercase letter, and one number or special character.
6. Re-enter the new password in the Confirm Password field.
7. Select the Save button to save the new user password.
o Select the Show Password radio button to display the password text.
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Change the Currently Active User’s Password

3r.04c 24 Nov'2020 2:27)PM £+ . HY0°C 24 Nov 2020 2:40 PM @:‘ » BT.0°C 06 Apr 2022 215PM  adminl ]

Administration e

| = Lesgin Mare: Userl
Login Name © | Active |  Tyne | |

Teddy true User 22 Feb 2021
Fagzward: LLLLLL DL L]

| manager true Manager 28 Dec 2020 e

Canfinm Passwan: |'..llll..'

e hery dministrat osmwl’umrﬂ
| cnapey true AQMINSTAL.. 29 Nov 2020 [ e Typa
@ usar O Manager O Adrainistratar
|

> | > The revsmwored st inclide one wen e kel e, e EEeTT s it
| ared e ‘st of agecial character, Includs detwean § and 40
‘ Chavaciers. Daih pasaeoes eniries msh mifc

1
1
|
|
T ECTEE ST ST
|
\
|

Previous Page

8.5.6.4 Reset a Password

If User Management is On, a user with appropriate permissions can reset a password for another user; a user without
permission to modify another user’s password can only reset (change) their own password.

o The default password, once changed by an Administrator or Manager, is pts12345AB.

An Administrator or Manager can follow these steps to reset an Administrator’s, Manager’s, or User’s password:

1. On the User Accounts screen, select the Login Name whose password needs to be reset.
a. The Previous Page and Next Page buttons can be used to navigate through all users assigned to the
instrument.
Select the Edit User button.
Select the Reset Password to Default button.
The default password will be changed to pts12345AB; select OK to confirm.
The user will be prompted to enter the default password when logging in and then prompted to create a
new password.

e wnN

Reset a User’s Password

3r0°c 24 Nov 2020 2:27 PM L[] » . 370°C 24Nov2020244PM  Cheryl [ M) | BLOCC JAMee 00 DA PM Crerd [C] s
Administration .
nHame: b
Login Name © | Active |  Tyve |  PesswordExp. | i !
. — - — — _
Cheryl true Administrat... 25 Nov 2020
C _—
Chappy true Administrat... 79 Nov 2020 D from @ Parager D Al

S S e

£

T TN

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 61
Manual




8.5.6.5 Delete Users

If User Management is On, only an Administrator or Manager account can delete an Administrator, Manager or

User account.

A Manager only has access to delete login names listed as a Manager or User. Users cannot
delete their own user account when logged in. An Administrator can delete all user types.
Delete User
370°C 24 Nov 2020 2:27 PM J» . = n’-
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To delete a user:

1. On the User Accounts screen, select the Login Name to be deleted.
a. The Previous Page and Next Page buttons can be used to navigate through all users assigned to the

instrument.

2. Select the Delete User button.

3. A prompt will display, “Are you sure you want to delete this user?” Press Yes to delete the user, press No to
cancel (Note: Deleted users cannot be recovered, but test reports completed by deleted users will be
retained).
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8.5.6.6 Editing User Permissions

When User Management is On, the specific permissions of users can be modified. The table below outlines the
default permissions for each user role. These permissions can be edited per user if that user has the Edit User
permission enabled.

Default User Permission per User Type

Permission Manager Administrator

>
*

Run Tests X

Add User

Edit User

Delete User

Change Setting

Export Logs to USB

Export Reports to USB X

Export Reports to Network X

Edit Sample Database

X [X [X |X |X [X |X |X [|X [X

Use Sample Database X

Update Software

Time and Date

Language

Network Settings

Change Printer

View Printers

Print Report

View Results

X X [X |X

View Audit Trail

Export Audit Trail to USB

X X [X |X |X [Xx

Export Audit Trail to Network

View Machine Usage

Backup Audit Trail

Restore Audit Trail

Edit Accessory Database X

X X [X |X X [X [|X |X [X [X |X |X [X [|X |X |[X [X |X |X [X [X |X |X [xX |X

Clear Reports X

*If administration can run tests is set to No, the administrator cannot run a test.
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User Permissions
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To modify the permissions of specific users:

Navigate to the User icon.

Select a Login Name and Edit User.

Select Edit Permissions.

Using the radio buttons on the right-hand side of the screen, select or deselect to modify the permissions
for the user selected. Select Next Page to navigate through the pages of permissions.

Select Save when all desired permissions have been selected.

6. To return to the list of users, select the Back button.

el

Users that have had their permissions edited will be marked with an asterisk (*) in the list of users.

General Settings Page 3

Description

Enabled — Allows the user to run an assay on the instrument.

Run Tests
Disabled — The user does not have permission to run an assay.

Enabled — Allows the user to create a new user to a user role that is equal to or
lesser than the user logged in. A Manager role can only create a User role or
Add User Manager role, not an Administrator.

Disabled — User does not have the permission to create a new user.
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Edit User

Enabled — Allows a user to modify an existing user. This allows the user to reset
the password of the selected user, edit the permissions associated with the
selected user, disable a user, or change the user type. A Manager role cannot
modify a user’s role to become an Administrator role — only a Manager or User.

Disabled — User cannot modify another user’s permissions, status, password, or
user type.

Delete User

Enabled — Allows a user to delete another user. All data associated with the
deleted user will remain on the system. A user can only delete a role that is equal
to or less than the role they are logged in as. For example, a Manager cannot
delete an Administrator user type, but can delete another Manager user type or
user type.

Disabled — User cannot delete another user.

Change Setting

Enabled — Allows a user to modify administrator settings, such as enabling User
Management, Sample Size Detection, or password security features.

Disabled — User cannot modify settings under the Administrator settings.

Export Logs to USB

Enabled — Allows the user to export all logs from the instrument to a USB device,
including the audit trail. The logs from the instrument may be requested for
troubleshooting purposes.

Disabled — User does not have permission to export the instrument logs to a USB
device.

Export Reports to USB

Enabled — Allows the user to export the reports to a USB device as a PDF.

Disabled — User does have the permission to export test reports to a USB device.

Export Reports to Network

Enabled — Allows the user to export test reports to a network location. The user
logged in must have access to the network location and the instrument must be
successfully connected to the network.

Disabled — User does not have permission to export test reports to a network
location.

Edit Sample Database

Enabled — Allows a user to add, modify, and delete samples from the sample
database.

Disabled — User does not have permission to create new samples, modify existing
samples, or delete samples from the sample database.

Use Sample Database

Enabled — Allows a user to utilize the sample database to pre-load samples to an
assay. The sample database must be populated by a user with the permission to
do so before use.

Disabled — User does not have permission to utilize samples from the sample
database to pre-load an assay.

Update Software

Enabled — Allows a user to update the software on the instrument from a USB
device.
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Disabled — User does not have permission to update the instrument’s internal
software from a USB device.

Time and Date

Enabled — Allows a user to set the time and date on the instrument. The Time and
Date menu includes enabling Daylight Savings Time (DST), setting the Network
Time Protocol (NTP), and the time zone.

Disabled — User does not have permission to modify the time and date on the
instrument or other menu items associated with the time and date.

Language

Enabled — Allows a user to set the language to be used on the system.

Disabled — User does not have permission to modify the language on the system.

Network Settings

Enabled — Allows a user to enable the network adapter settings for Ethernet or
Wi-Fi. This allows the instrument to connect to a network.

Disabled — User does not have permission to enable or modify network adapter
settings.

Change Printer

Enabled — Allows the user to set the default printer.

Disabled — Does not allow a user to set the default printer.

View Printers

Enabled — Allows a user to view the available printers.

Disabled — User cannot view available printers.

Print Report

Enabled — Allows a user to print a test report for completed assays to a network,
USB, or other supported printer.

Disabled — User does not have permission to print a report.

View Results

Enabled — Allows a user to view the results from a completed, aborted, or halted
assay through the results screen.

Disabled — User cannot view completed, aborted, or halted assays.

View Audit Trail

Enabled — Allows a user to review the audit trail.

Disabled — User cannot review audit trail entries.

Export Audit Trail to USB

Enabled — Allows a user to export the audit trail to a USB device. The file will be
available in the form of a PDF.

Disabled — User does not have permission to export the audit trail to a USB
device.

Export Audit Trail to Network

Enabled — Allows a user to export the audit trail to a network location. The
instrument must be connected to the network and the user that is logged in must
have Windows permission to access the network location. The audit trail will be in
the form of a PDF.

Disabled — The user does not have permission to export the audit trail to a
network location.
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Enabled — Allows a user to view the device status through System Information.
The device status provides information on the health of the instrument regarding

. the LEDs, the number of completed assays, and number of cartridges run.
Show Device Status

Disabled — User does not have the permission to view the device status through
the System Information screen.

Enabled — Allows a user to back up the audit trail through the Audit Trail
Export/Backup/Restore button. The audit trail can be backed up internally, to a
USB device or to a network location. The instrument must be connected to a
network and the user that is logged in must have permission to access the

Backup Audit Trail network location.

Disabled — User cannot back up the audit trail; the Export/Backup/ Restore button
will be greyed out.

Enabled — Allows a user to restore the audit trail from a previous backup. The

. . audit trail must be backed up to an internal or external location prior to restoring.
Restore Audit Trail P p g

Disabled — User does not have the permission to restore a backed-up audit trail.

Enabled — Allows a user to modify or add accessories to the accessory database.

Edit Accessory Database . . . L
¥ Disabled — User does not have permission to modify or create accessories in the

accessory database.

Enabled — Allows a user to clear and restore reports in General Settings. Clearing

reports will delete reports from the Test Results screen.
Clear Reports

Disabled — Does not allow users to clear or restore reports.

8.5.7 Calibrate Touchscreen

This section describes how to calibrate the touchscreen of the Endosafe® nexgen-PTS™ instrument. The instrument
is calibrated by the manufacturer prior to shipment, which includes calibration of the touchscreen and thermal
calibration of the instrument. In the unlikely event that the touchscreen requires recalibrating, follow the screen
prompts. This should be performed only if it is absolutely necessary. Once the touchscreen is recalibrated, the
instrument will reboot.

technician performs the calibration using a stylus or a pipette tip. Be sure to be as precise

0 The touchscreen calibration is very sensitive. It is highly recommended that an experienced
as possible when calibrating.

To recalibrate the nexgen-PTS™:

1. Select the Calibrate Touchscreen button. (Note: If User Management is turned on, only an Administrator
can select this button.)

2. A prompt will display, “This will configure the touchscreen and reboot the instrument. Is this what you
want?” Press OK to continue or press Cancel to cancel the calibration.

3. System will reboot and enter the touchscreen calibration screen.
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4. Follow the prompts displayed on the screen.

5./ cOne crosshair willdisplay in’ each corner and the middle of the screen. Select the center of the crosshair as
indicated on the screen as accurately as possible.

6. The instrument will reboot.

Calibrate Touchscreen
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8.5.8 System Information

All user types can select the System Information button and view information about the instrument. This icon
displays the Device Serial Number, Software Version, Temperature Calibration Date, Next Calibration Due, and
Battery Charge percent. The system information will be required when scheduling service or troubleshooting with a
Charles River Laboratories’ Technical Services Representative.

The system information displays the due date for the next temperature calibration. Temperature calibration should
be scheduled annually through Charles River Laboratories or a representative.

The Show Device Status button can be used to display the device status, which contains information used by
Charles River Laboratories’ Technical Services Representatives.

To access the System Information screen:

Select the System Information button on the Administration screen.
Select the Show Device Status button.

A Device Status window will display the instrument status report.

If a printer is configured, select the Print button to print the report.
When done reviewing system information, select the OK button.

vk wN e
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System Information
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8.6 Shutdown

To power off or restart the instrument, select the Shutdown icon from the Menu screen. Selecting the Shutdown
icon will display a window to Cancel, Power Off, or Restart the instrument. To power down the instrument, select
Power Off or quickly press and release the Power button located on the back of the instrument.

The system is shut down when the screen is blank and the waves are not illuminated. The recommended method to
power down the instrument is through the Shutdown icon, as holding down the power button on the rear of the
instrument can result in a hard reset of the instrument.

DO NOT hold down the power button on the rear of the instrument to regularly power
down the instrument. If the instrument is operating normally, utilize the Shutdown icon on
the instrument. If the instrument becomes unresponsive, force a shutdown by holding

down the Power button for five seconds.

From the display window, select the option you wish to pursue:

e Cancel — Closes window and does not power down the instrument.
e Power Off — Powers down the instrument. The back power button will need to be pressed to turn the
instrument back on.

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 69
Manual



e Restart — Powers down the instrument. Once the instrument has completely powered off, it will turn back

on.
Shutdown (Power Off/Restart) Mechanical Power Button

 for o . o
37.0°C 24 Nov 2020 3:06 PM £+ . 37 0°C 24 Nov 2020 3:07 PM

8.7 USB Device

USB Devices (Data Only)

This section describes how to connect a USB device, save log file(s), save test report(s), and update software from a
USB device. To access USB devices, select the USB Devices icon from Page 2 of the Menu. All test reports saved to
the USB device from the Endosafe® nexgen-PTS™ will be saved as .pdf (Portable Document Format). The USB device
must be a FAT32 device type. If the device inserted is not in the list, select Refresh USB Devices.
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Navigating to USB Devices Menu
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0 To set up a USB printer, see section 8.5.4.1.

8.7.1 Inserting a USB Device

A male Micro-USB (type B) device can be directly plugged into the female Micro-USB (type B) port on the rear of
the instrument. To communicate with standard USB type A devices (such as a flash drive), use the USB type A
adapter cable included with the device.

Inserting a USB Device

USB B micro male direct connected device USB (type A) adapter to USB (type A)
(USB flash drive shown) device (USB flash drive shown)
USB Connecter(s)
USB (type A) male connector Micro-USB (type B) male connector
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8.7.2 Saving Log Files to a USB Device

If User Management is On, only an Administrator or Manager account can save logs to a USB Device.

To save logs to a USB device:

1.

Saving Log Files to a USB Device

oC

Insert the USB type A device using the USB type A adapter or connect the Micro-USB device directly to the
unit.

Press the Refresh USB Devices button if the device is not displayed.

Select the device from the Menu (buttons for Save Logs to USB, Save Test Reports to USB, and Update
Software from USB will be grayed out until a USB device is selected). Press the Refresh USB Devices button

if the device is not displayed.
Press the Save Logs to USB button.
A status bar will appear indicating what portion of the Log files have been saved. Once the bar reaches

100%, a dialog will appear confirming successful transfer to the USB device. Press OK to exit the dialog.

17 Sep 2020 12:54 PM [Py ] 37.0 °C 17 Sep 2020 12:56 PM ] » . 7.0°C 17 Sep 2020 12:59 PM 0 » m 370°C 17 Sep 2020 1.06 PM 01 » m
PTS USB Il PTS USB Il PTS USB Il
Copying Logs i.) Al available test logs have been saved to the USE
= device,

> > .. "@ > |
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8.7.3 Saving Test Report Files to a USB Device

All user types can save test report files to a USB device.

To save test report files to a USB device:

Insert the USB type A device using the USB type A adapter or connect the Micro-USB device directly to the

1.
unit.

2. Pressthe Refresh USB Devices button if the device is not displayed.

3. Select the device from the Menu (buttons for Save Logs to USB, Save Test Reports to USB, and Update
Software from USB will be grayed out until a USB device is selected).

4. Press the Save Test Reports to USB button.

5. Astatus bar will appear indicating what portion of the reports has been saved. Once the bar reaches 100%,
a dialog will appear confirming successful transfer to the USB device. This may take several minutes. Once
the transfer is complete, press OK to exit the dialog.

Endosafe® nexgen-PTS™ 11.1 Software PIPTS150SW.11.1-00 72

Manual



Saving Log Files to a USB Device
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8.7.4 Updating Software with USB
If User Management is On, only an Administrator or Manager account can update software from a USB device.

1. Insert the USB type A device containing the update package using the USB type A adapter or connect the
Micro-USB device containing the update package directly to the unit.
2. Press the Refresh USB Devices button if the device is not displayed.
3. Select the device from the Menu (buttons for Save Logs to USB, Save Test Reports to USB, and Update
Software from USB will be grayed out until a USB device is selected).
4. Press the Update Software from USB button.
a. Software updates will require approximately five minutes.
b. If the USB device does not contain software, the system will display an error message and will not
update.
c. Once the upgrade is complete, a dialog box will appear confirming successful update along with a
reminder that the unit must be restarted for the changes to go into effect. Press OK to exit the

dialog.
Updating Software with USB
370°C 17 Sep 2020 12:54 PM O, mm 7etc 17 Sep 2070 12:56 PM [] » mm 370°C 17 Sep 2020 12:59 PM [‘I=Fy | 37.0°C 07 Apr 2022 8:55 AM 1 » m
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Update Software from USE

5. Restart the instrument.
a. Torestart the instrument, navigate back to the Main Menu and select the Shutdown icon. Press
the Restart button once the shutdown dialog appears.
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Restarting the Unit after Upgrade
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RUNNING AN ASSAY

This section reviews how to run an assay. Before you get started, you will need:

e Cartridge Lot Number and Calibration Code values for the cartridge used in the assay.
e Sample Name and Dilution or Concentration factor for the sample used in the assay.
a. Optional: Sample Lot Number and Endotoxin Limit values.

To begin an assay, from the Main Menu navigate to the Assay page by selecting the Menu button which toggles
between the Assay and Main Menu screens. The Assay page should display the
message “Insert Cartridge”.

37.0 °C 16 Oct 2023 9:13 AM £

-

Insert Cartridge

1. Insert a cartridge into the instrument’s cartridge bay slot.
a. To access the cartridge bay, lift the front cover on the instrument.
b. Take care to only touch the curved end of the cartridge; avoid
touching any other part of the cartridge including the reservoirs.
c. Insert the cartridge firmly into the slot of the bay with the
reservoirs facing up.
2. Enter Analyst Name using the on-screen keyboard and select Next.
3. Enter Cartridge Lot # and select Next.
a. Use the Back button to return to the previous screen. o5c m

Close Enter

b. Once the full Lot Number value

. . e g 37.1°C 16 Oct 2023 9:16 AM Clmm
is entered, the Cartridge Type prote e Enter Cartridge Lot #:
detected by the system will Enter Analyst Name: 2575143
. . Cartridge Type: Endotoxin-LAL *
display under the field. Patjones| |
4. Enter Cartridge CAL (Calibration) Code
and select Next. _

a. Ifanother cartridge from the Hﬂﬂ“'lﬂﬂ
37.0 °C 16 Oct 2023 9:17 AM [l ]
same Lot has been used in a nuﬂlnﬂ" Enter Cartridge CAL Code:
previous assay on the 51423
instrument and the assay has :
not been cleared from the

instrument’s database, the
system will auto-fill the
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Cartridge CAL Code field; if the auto-filled value is incorrect, clear the field and enter the correct

value.

Select a Sample record from the sample database and choose Next.

a.

To add a new sample during configuration, do not select a sample record; instead, select Next

which will guide the user through several screens to enter sample details beginning with the
Sample Name, Sample Lot #, Dilution or Concentration factor, and Endotoxin Limit.

Please note, adding new sample details during configuration will not create a new record in the

sample database. To create a new record in the sample database, see 8.1.1 Creating a New Sample.
Select an Accessory record from the accessory database and choose Next.

a.

Users are not required to assign any accessories to the assay; to skip this step, simply choose Next.

Review the list of assigned accessory record(s) to confirm selection(s) are correct and select Next when

ready.
a.

If no records were assigned to the assay, the list will read “N/A”.

Review the Assay Properties to confirm all is correct. Use the Edit button next to each line item to make
any changes. To move forward, choose Next.

37.0 °C 16 Oct 2023 9:17 AM 1w | |[37.0°C 16 Oct 2023 9:19 AM E1mm | |[37.0°Cc 16 Oct 2023 9:19 AM 1 ) | [37.0°C 16 Oct 2023 9:19 AM Im|_|
Select Sample Information: Select Accessories for Assay: Loaded Accessories for Assay: e Potjones
Sample Name | Dilution | Endo. Limit | units [ Type ] et | exp.pate | peraur | || tips 1183333L
Cartridge Lot #: 2575143
31 Dec 2021 No
tubes 2:3 06 device/mL 30 Dec 2020 No Sample Lot #: 12345
RSE 2.0 EU/mL 1 mL/mL 01 Sep 2020 No Bilution 15 mUmL
RSE 0.5 EU/mL 1 mbl/mL
22 )un 2021 No Endotoxin Limit: 0.06 EU/mL
RSE 0.2 EU/mL 1 mi/mL ep TIPS 1183916L-... 28Jun2024 Yes
Cartridge Type: Endotoxin-LAL
= T ST
9. Add Sample to Cartridge: Add sample material to each reservoir of 75 5 GNP ELT T O

the cartridge (25 pL) and select Done — Start Test to begin the

assay.
a.

assay.

c. Avoid using techniques which cause splash out or bubbles
in the reservoir well. Splash out will result in inaccurate
sample volume and bubbles may interfere with test
readings, both of which may result in an invalid assay.

10. Assay in Progress

Lift the front cover on the instrument to access the
cartridge currently in the instrument’s bay.

Hold the pipette so the tip is at an angle and take care the
pipette does not touch the sides or bottom of the reservoir
well. Holding the pipette vertically or allowing it to touch
the sides or bottom of the well may result in sample being
forced into the channel too early and result in an invalid

mm

Add Sample to Cartridge

Done - Start Test
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a. Preparing Assay: First, the system will perform a series of procedures to prepare the assay for
testing: drawing sample, mixing, filling test wells, and settling. While the instrument performs
these steps, the Assay Status will read “Preparing Assay”.

b. Testin Progress: Once the assay preparation is complete, the testing will begin. The assay status

will now read “Test in Progress” with a count (in seconds) of how long the test has been in

progress.
37.0°C Running 16 Oct 2023 9:22 AM 18 || 37.0°C _ Running 16 Oct 2023 9:26 AM (i ]
Preparing assay Test in Progress, 040 seconds
/// —
c
or
8
=
w1
c
o
[
-ag
s
[
[a]
0 100 200 300 400 500 600 700 0 100 200 300 400 500 600 700

Cartridge Lot Number:
Cartridge Cal Code:

Time Elapsed (s)

2575143
51423

mm

Cartridge Cal Code:

Cartridge Type: Endotoxin-LAL Cartridge Type: Endotoxin-LAL
Sample Name: WFI Sample Name: WFI
Sample Lot #: 12345 Sample Lot #: 12345
Dilution: 5 Dilution: 5
Endotoxin Limit: 0.06 Endotoxin Limit: 0.06

Cartridge Lot Number:

Time Elapsed (s)

2575143
514234593910

c. Should users navigate away from the Assay screen, the

“Running” message in the notification bar will persist while

assay is in progress to alert users.

d. When finished, the Test Results will display on the screen.

11. Review Test Results.
a. For more information on interpreting, saving, or printing test results, see 8.3 Results.
12. Remove cartridge from the instrument bay to begin a new assay.

37.0°C  Running 12 Jul 2023 1:12 PM

1 » mmm

i) &

=
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34.1°C 16 Oct 2023 10:37 AM 1w | [341°C 16 Oct 2023 10:37 AM 1. 34.1°C 16 Oct 2023 10:37 AM 1

Werslon: PT5150 V111.0 Cartridge Lot#: 2575143 Cartridge Lot#: 2575143
Date / Time: 16 Oct 2023 9:19 AM Cartridge Cal Code: 51423
Device: 15330010 o 5.0.085

. ; ] 1 3
Analyst: Patjones Range Time: Sec: 142-745 c
Cartridge: Endotoxin-LAL Onset Times(s): >745 278 >745 268 S ggl
Temperature: Start: 37.0C End: 37.0C Endotoxin Limit: 0.06 EU/mL [ S
Method: Kx-122 Siope: -0.360 Intercept: +2.404 £ o6l
Cartridge Lot#: 2575143 Dilution: 1:5 g .
Cartridge Cal Code: 51423 Sample Lot: 12345 £ 04
Range: 5-0.05 sample Name: WFI L I
Range Time: Sec: 142-745 Accessory #1: tips. S 02
Onset Times(s): >745 278 >745 268 Accessory #1 Lot: 11833331 T
Endotoxin Limit: 0.06 EU/mL Accessory Exp.: 30 Jun 2024 o 0 — o S ER—
Slope: pUs3balintercen EEE2-10.0 Sample Reaction Time CV: 0.0% Pass
Dilution: 1:5 . L ! L ! 1 1 L
o Lot Lazas Sl Sl LT 0 100 200 300 400 500 600 700

ample Lot: Spike Reaction Time CV: 2.6% Pass Time Elapsed (s)
Sample Name: Qe Spike Recovery: 129% Pass
Accessory #1: tips Test Suitability: Pass.
Accessory #1 Lot: 1183333L Sample Endotoxin Limit: Undefined Channel4
Accessory Exp.: 30 Jun 2024 sample Value: <0.250 EU/mL
- o

Fail
‘

Print Report

Gr

TROUBLESHOOTING

This section describes how to troubleshoot some of the more common issues and error messages that a user could
encounter when operating the Endosafe® nexgen-PTS™ instrument. This is not a comprehensive guide but is meant
as a starting point before contacting the Charles River Laboratories Technical Services Department. If an issue is
encountered that is not covered in the troubleshooting procedure or an issue persists, please contact the Technical
Services Department.

0 To expedite troubleshooting, please provide Charles River Technical Services with the logs from the
instrument.

Troubleshooting Guide

 Probable Cause Correction

The instrument is not on. Turn on the instrument.

Connect the instrument to the power supply for one

Screen is not displaying, Batteries are fully depleted. . . .
hour prior to restarting the instrument.

and the blue wave is not
illuminated.

Connect the instrument to the power supply and
turn on. Wait until instrument recharges prior to
disconnecting it from the power source.

System is unplugged with low
battery power.

. . . System is booting up. Wait for instrument to boot up.
Screen is not displaying, ¥ gup P
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Symptom
but blue wavelis
illuminated.

\ Probable Cause

System needs to be
restarted.

\ Correction

If instrument is connected to power, unplug. Hold
the Power button in the rear of the instrument
down for five seconds. Plug the instrument into the
power supply and turn on the power and wait for
the system to restart.

System reboots without
user prompt

Batteries are critically low.

Recharge batteries before disconnecting the
instrument from power. (Note: The instrument will
attempt to notify the user if the instrument is going to
shut down because of low battery.)

Pressing Next after
entering the calibration
code does not allow user
to move to the following
screen.

Calibration code was entered
incorrectly.

Check calibration code against documentation. Correct
the calibration code.

Pressing Next does not
work after the lot number
is entered.

Lot number was entered
incorrectly.

Check lot number against documentation. Correct
the lot number.

Touchscreen is not
working.

Boot-up error.

Shut down the instrument using the manual Power
button. Restart the system once the power is off.

When a touchscreen
button is pressed, the
response on the screen
does not match.

Touchscreen is not
calibrated.

The Administrator will need to run the touchscreen
calibration, as described in section 8.5.7.

10.1 Error Messages

This section describes the process for editing, reviewing, and adding information to the Sample Database. To
access the Sample Database, select the Sample Database icon from the Menu screen.

Correction

Error Message - Probable Cause
Cartridge

"Used cartridge detected.
Remove and reinsert a
new cartridge."

Cartridge has previously been
used and is not blank.

Debris is on the cartridge.

Debris is on the cartridge.

Remove debris or use a new cartridge.
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Error Message -
Cartridge

"Interrupter LED failed.
Remove cartridge and
reinsert to retry."

Probable Cause

An error was encountered
when checking the cartridge.

Correction

Remove the cartridge and wait for prompt to insert
cartridge. Retry cartridge. If issue persists, try a new
cartridge. If issue persists after multiple cartridges,
contact Charles River Laboratories Technical Services

Department.

Debris is on the cartridge.

Remove debris or use a new cartridge. Debris
interferes with the interrupter LEDs. If issue persists
after multiple cartridges, contact Charles River
Laboratories Technical Services Department.

"UV LED adjust failed.
Remove cartridge and
reinsert to retry."

An error was encountered
when checking the cartridge.

Remove the cartridge and wait for prompt to insert
cartridge. Retry cartridge. If issue persists, try a new
cartridge. If issue persists after multiple cartridges,
contact Charles River Laboratories Technical Services

Department.

"UV Intensity failed.
Remove cartridge and
reinsert to retry."

An error was encountered
when checking the cartridge.

Remove the cartridge and wait for prompt to insert
cartridge. Retry cartridge. If issue persists, try a new
cartridge. If issue persists after multiple cartridges,
contact Charles River Laboratories Technical Services

Department.

"No sample detected in
one or more channels.
Remove and inspect
cartridge."

Sample was not added to a
channel.

Ensure that sample is pipetted correctly to all four
sample wells.

Remove the cartridge, use a new cartridge, and retest.

Pump is not drawing sample
into channel.

Ensure the cartridge is inserted fully. If the issue
persists, notify Charles River Laboratories Technical
Services Department.

“Detected sample size is
too small.”

Sample size in well was not
within the range required for
the test.

Review sample size configurations to confirm it is set
up properly. Repeat test using a new cartridge.

“Detected sample size is
too large.”

Sample size in well was not
within the range required for
the test.

Review sample size configurations to confirm it is set
up properly. Repeat test using a new cartridge.
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Error Message -
Cartridge

"Sample detected early in
Optical Well. Remove
cartridge and reinsert
new cartridge."

Probable Cause

Sample was not drawn into
optical well correctly.

Correction

Repeat test using a new cartridge.

"Temperature too low.
Instrument is below the
required temperature
range."

Batteries are critically low.

Plug instrument into power supply for one hour
prior to restarting the instrument.

System temperature is too
low.

Restart instrument and verify, in the upper left-hand
side of the touchscreen, that the temperature is
increasing. If error occurs again, repeat.

System temperature is too
low — component issue.

Restart instrument and observe the temperature in
the upper left-hand side of the touchscreen. If the
temperature is not increasing (or is not able to get to
37 °Ciin 10 minutes), contact Charles River
Laboratories Technical Services Department.

"Temperature too high.
Instrument is above
required temperature
range."

System temperature is too
high.

Confirm that the room temperature is within
specifications and that the fan is not blocked in the
back of the instrument.

System temperature is too
high — component issue.

Contact Charles River Laboratories Technical
Services Department.

“Failed to start the
heater. The device cannot
reach the required
temperature.”

An error was encountered at
instrument startup.

Restart instrument. Contact Charles River Laboratories
Technical Services Department if issue persists.

"Battery charge status
cannot be read. Initialize
PTS system to retry."

An error was encountered at
instrument startup.

Remove the cartridge and wait for prompt to insert
cartridge. Retry cartridge. If issue persists, try a new
cartridge. If issue persists after multiple cartridges,
contact Charles River Laboratories Technical Services

Department.

"Low battery. Please
connect the device to a
charger."

The battery level is getting
low and is at risk of shutting
down.

Plug instrument in using the external power supply as
soon as possible. Recharge the batteries prior to
removing the instrument from the power connection.
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Error Message -
Cartridge

"Extremely low battery.
Connect to charger or
shut down."

Probable Cause

The battery level is getting
very low and is at high risk of
shutting down.

Correction

Plug instrument in using the external power
immediately. Recharge the batteries prior to removing
the instrument from the power connection.

"An improper shutdown
was detected. For future
shutdowns, please use
the software function to
turn off the system, and if
running the unit on
battery, please ensure
adequate charge."

Power button held down too
long.

Review manual section on Shutdown (section 8.6). To
get a proper shutdown, the Power button should not
be held for more than a second.

Battery level too low.

Plug instrument in using the external power
immediately. Plug instrument into power supply for
one hour prior to restarting the instrument and keep
plugged in to get to a full charge.

Temperature and battery
level are never displayed.

An error was encountered at
instrument start-up.

Restart instrument. Contact Charles River Laboratories
Technical Services Department if issue persists.
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