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Legal Statement

Proprietary statement

i-STAT/DE software and documentation are protected by copyright (© 2019 Abbott Point
of Care, 400 College Road East, Princeton, NJ 08540). All rights are reserved. Printed in
the USA.

The information, documents and related graphics published herein (the “Information”) are
the sole and exclusive property of Abbott Point of Care Inc. or affiliates. Permission to use
the Information is granted, provided that:

» the copyright notice appears on all copies of the Information;

» use of the Information is for operation of Abbott Point of Care products by Abbott Point of
Care-trained personnel or informational use only;

¢ the Information is not modified in any way; and

¢ no graphics are used separate from the accompanying text.

Each person assumes full responsibility and all risks arising from use of the Information.
The Information is presented “AS IS” and may include technical inaccuracies or
typographical errors. Abbott Point of Care reserves the right to make additions, deletions,
or modifications to the Information at any time without any prior notification.

Trademark statement

i-STAT is a trademark of the Abbott group of companies.

Windows and Internet Explorer are registered trademarks of Microsoft Corporation.
SQL Anywhere is a registered trademark of SAP SE.

All Abbott product names and trademarks are owned by or licensed to Abbott, its
subsidiaries or affiliates. No use of any Abbott trademark, trade name, trade dress, or
product name may be made without the prior written authorization of Abbott, except to
identify the product or services of Abbott. All other trademarks, brands, product names,
and trade names are the property of their respective companies. All rights reserved.

Except as permitted above, no license or right, express or implied, is granted to any
person under any patent, trademark, or other proprietary right of Abbott.
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Disclaimers

All samples (printouts, graphics, displays, screens, etc.) are for information and illustration
purposes only and shall not be used for clinical or maintenance evaluations. Data shown in
sample printouts and screens do not reflect actual patient names or test results.

The Information was developed to be used by Abbott Point of Care-trained personnel, by other
persons knowledgeable or experienced with the operation and service of the product identified,
or under the direct supervision and with cooperation from Abbott Point of Care technical sales
or service representatives.

In no event shall Abbott Point of Care Inc. or its affiliates be liable for any damages or losses
incurred in connection with or arising from the use of the Information by persons not fully trained
by Abbott Point of Care.

No confidential relationship shall be established in the event that any user of the Information
should make any oral, written or electronic response to Abbott Point of Care (such as feedback,
questions, comments, suggestions, ideas, etc.). Such response and any information submitted
therewith shall be considered non-confidential, and Abbott shall be free to reproduce, publish or
otherwise use such information for any purposes whatsoever including, without limitation, the
research, development, manufacture, service, use, or sale of products incorporating such
information. The sender of any information to Abbott Point of Care is fully responsible for its
content, including its truthfulness and accuracy and its non-infringement of any other person's
proprietary rights.

Abbott Point of Care is not engaged in rendering medical advice or services.

Updates to the Information may be provided in either paper or electronic format. Always refer to
the latest documents for the most current information.

No part of the Information may be reproduced, stored, retrieved, or transmitted in any form or by
any means without the prior written permission of Abbott Point of Care.
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Preface

This reference contains instructions on how to install, configure, and use the Abbott Point of
Care (APOC) i-STAT/DE system.

Intended use

i-STAT/DE is a web-based software application that enables communication between i-STAT 1
devices and Info HQ (Abbott’s point-of-care data management system) or another vendor’s
data management system.

i-STAT/DE Connectivity Diagram
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For in vitro diagnostic use only. Mot all products available in all markets. Check with your local Abbott Point of Care Representative for availability.
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About this manual

This manual is organized as follows

Section Content

1. Introduction

Information on installation planning, hardware and
software requirements, and technical considerations.

2. Installing and Configuring

Using the i-STAT/DE setup utility, configuration
options, and upgrading i-STAT/DE software.

3. Customization Workspace

Information on customization profile options, software
updates, uploading an eVAS file, Positive Patient
Identification (PPID) feature and StatNotes feature.

4. Troubleshooting

Symptoms of and solutions for problems with installing/
upgrading i-STAT/DE webpages and customization.

5. Support

Contact information and support data collected for
i-STAT/DE software.

Appendix

Quality check code categorization table for data
management reports.
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Release Notes

i-STAT/DE version 2.10 includes these enhancements:

i-STAT/DE is now validated with Windows Server 2016 Standard Edition.

Dropped support for install or upgrade on Server 2003.

Added support for future cartridge release.

Setup utility changes:

1. Eliminated the separate setup utilities for installation of the i-STAT/DE components.

2. Delivery of the web applications and web service files, and IS configurations are
now in the main setup.

New Installations place files in different directories than prior versions.

New installations create a new web site named APOC, install the web applications
and service under it, and disables Default Web Site.

5. Upgrade installations maintain component deployment under C:\Istat32 and use of
Default Web Site.

Updated the processing of patient list updates to allow deletion of the patient lists of all
institutions or a single institution by the host data manager.

Database credentials were removed from all software components and from the
Registry.

Added the ability to enable authentication and authorization via Active Directory. For
more information see Section 2.4 Authentication/Authorization via Active Directory for i-
STAT/DE Webpages.

Updated the error handling in the web applications to eliminate the presentation of
verbose error messages (e.g., — stack dump) on unhandled exceptions.

Updated the i-STAT/DE System Status & Configuration and i-STAT/DE Customization
Workspace web applications to include anti-framing directives in all web pages.
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Document Updates
The following updates have been made to this document:

1. The term and reference to “Cartridge and Test Information (CTI) Sheet” has been
updated to include “Instructions for Use (IFU) and Cartridge and Test Information (CTI)
sheet”.

2. Section 3 Customization Workspace includes the following information and new sub-
sections indicated in the table below:

‘Verify that the analyzer customization settings support running the cartridge prior to
use.’

‘Incorrect customization of the Reference and Action range for pH, PO2, or PCO2
will result in a display message, “Invalid Cart, See Admin” and inability to obtain
test results when scanning the cartridge pouch barcode for

i-STAT CG4+ Cartridges (P/N 03P85-51).’

Sub-Section Title Content Description

Provides steps to customize the Reference and Action

3.14 Customizing Ranges within the i-STAT/DE Customization Workspace
Reference and Action and steps to verify the customization on the i-STAT 1
Ranges Analyzer.

Provides steps to disable and/or enable analytes

3.15 Customizing Analyte | globally or by panel within the i-STAT/DE Customization
Enable Options Workspace and steps to verify the customization on the
i-STAT 1 Analyzer.

3. The following information has been added to the following sections:

Section and Title Information Added

Section 3.6 STATNotes A table has been added to list the STAT Notes
components and their meaning.

Additional sub-sections added for:

e Applying Existing STATNotes preferences
e Modifying STAT Notes after initial build

Section 4.5 . STATNotes customization problem and resolution
Troubleshooting X L .

o scenarios have been added to aid in troubleshooting.
STAT Notes Customization
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1. Introduction

i-STAT/DE is the communication and customization software for the i-STAT 1 device. A
web-based application, i-STAT/DE manages communication between a data management
system, such as Info HQ, and i-STAT 1 devices.

This guide includes information for installing i-STAT/DE, selecting options to customize it, and
upgrading software.

Note: The i-STAT/DE software is installed and updated using the setup utility contained on the
i-STAT/DE CD-ROM. The setup utility can be run only by a user who is a local administrator on
the machine on which the i-STAT/DE software is being installed or updated.

1.1 Technical Specifications
Before installing i-STAT/DE, review the following requirements.

Computing Environment

Hardware Minimum Requirement Recommended
Architecture: IBM-Compatible IBM-Compatible
Processor: e Pentium Ill or later Speed: 2 GHz or faster

e Speed: 1 GHZ or faster

Memory: 512 MB RAM or greater 4 GB RAM or greater

e Hard drive: 100 GB or larger
CD-ROM or other means to
transfer large files to the
server

Disk drives: e Hard drive: 10 GB or larger
e CD-ROM or other means to
transfer large files to the server

Network Interface 10/100 Ethernet NIC 10/100 Ethernet NIC
Card (NIC):
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Software Requirements

Component Requirement

Operating System’ e Windows Server 2008 R2 Standard Edition 64-bit with Service

Pack 1, at a minimum, applied

e Windows Server 2008 Standard Edition 32-bit with Service
Pack 2, at a minimum, applied

e Windows Server 2012 R2 Standard Edition

e Windows Server 2016 Standard Edition

e Windows 7 Professional 64-bit including N and KN variants
e Windows 10 Pro 64-bit including N and KN variants

Data Protection Anti-virus software (not included)

System Disk defragmenting tool (not included)
Maintenance

Browser Windows Internet Explorer 10 or 11

" Operating system must be provided by customer.

Client hardware and software requirements

The i-STAT/DE software is browser-based. Any Windows-based PC or workstation with Internet
Explorer 10 or 11 that has access to the organization’s LAN/WAN can access i-STAT/DE.

1.2 Installation Planning

Before installing i-STAT/DE software, review the following information:

Additional Prerequisites

On all the Windows versions discussed in Software Requirements, i-STAT/DE also requires the
following to be installed:

Microsoft Internet Information Services (IIS)

Note: When installing on Windows Server 2008 R2, select the following options in addition
to the defaults:

e ASP.NET and allow the additional required roles to be selected
¢ |IS 6 Management Compatibility

Microsoft Internet Explorer (IE) web browser, version 10.0 or 11.0 (or the highest version
of IE compatible with your version of Windows) with 128-bit encryption.

Microsoft .NET Framework version 4

Use of Windows Update mechanism and apply all applicable roll-ups, patches and
updates.
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Windows Server 2016 Standard Edition
Using the Add Roles and Features Wizard of Server Manager:
¢ Add the following Roles:
o Under Web Server (l1IS)—Web Server—-Common HTTP Features
= Default Document
= Directory Browsing
= HTTP Errors
= Static Content
o Under Web Server (IIS)>Web Server—Health and Diagnostics
= HTTP Logging
o Under Web Server (lIS)—Web Server—Performance
= Static Content Compression
o Under Web Server (l11IS)—Web Server—Security
= Request Filtering
o Under Web Server (11IS)—Web Server—Application Development
= _NET Extensibility 4.x
= ASP.NET 4.x
= |SAPI Extensions
= |SAPI Filters
o Under Web Server (lIS)—Management Tools
= |IS Management Console
o Under Web Server (IIS)—>Web Server—IIS 6 Management Compatibility
= |IS 6 Metabase Compatibility
¢ Add the following Features:
o Under .NET Framework 4.x Features
= _NET Framework 4.x
= ASP.NET 4.x

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020



Windows 10 Pro 64-bit, Windows 7 Professional 64-bit

The following must be installed through Windows Features accessed via
Control Panel—Programs and Features—Turn Windows Features on or off:

¢ Under Internet Information Services—Web Management Tools
o IS Management Console
o |IS Management Scripts and Tools
o |IS Management Service

¢ Under Internet Information Services—Web Management Tools—IIS 6 Management
Compatibility:

o |IS Metabase and IIS 6 configuration compatibility

¢ Under Internet Information Services—World Wide Web Services—Application
Development Features:

o ASP.NET 4 (checking this will check other items automatically; leave those other items
checked)

e Under Internet Information Services—World Wide Web Services—Common HTTP
Features:

o Default Document
o Directory Browsing
o HTTP Errors

o Static Content
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Windows Server 2012 R2 Standard Edition

The following server roles must be installed through the Add Roles and Features wizard
(accessed via

Control Panel—~Programs and Features—Turn Windows Features on or off. Then click
Next > twice):

e Under Web Server (IIS)—>Web Server—-Common HTTP Features:
o Default Document

O

Directory Browsing
o HTTP Errors
o Static Content
e Under Web Server (lIS)—Web Server—Application Development:
o .NET Extensibility 4
o ASP.NET 4
e Under Web Server (IIS)—>Management Tools—IIS 6 Management Compatibility:
o IS 6 Metabase Compatibility

Windows Server 2008 R2 Standard Edition and Windows Server 2008
(32-bit) Standard Edition

The following server role services must be installed through the Add Roles and Features
wizard (accessed via Control Panel—-Programs and Features—Turn Windows Features on
or off, then select Roles under Server Manager, and click Add Role Services):

¢ Under Web Server (IIS)-Common HTTP Features:
o Static Content

o Default Document

(0]

Directory Browsing
o HTTP Errors
o Under Web Server (lIS)—Application Development:
o ASP.NET
o .NET Extensibility
¢ Under Management Tools—IIS 6 Management Compatibility:
o lIS 6 Metabase Compatibility
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1.3 Positive Patient Identification (PPID) Feature Implementation

The PPID feature helps hospitals improve the accuracy of patient identification by obtaining at
least two forms of patient identification prior to diagnostic testing.

The PPID feature is available only through the i-STAT 1 or i-STAT 1 Wireless analyzer and
requires the use of Info HQ or a third-party data manager software with i-STAT/DE.

Implementation of PPID requires an interface to the facility’s ADT feed be implemented in the
Info HQ or third-party data management software. Contact your local Abbott Point of Care
representative for information on having this interface implemented with Info HQ or third-party
data management system.

Patient List Requirements

The i-STAT 1 PPID feature maintains one active patient list per facility, ensuring patients are
recognized wherever they are located in the facility.

This active patient list is obtained from the facility ADT database by the data manager. The
maximum number of active patients permitted on the i-STAT 1 patient list is 6000 per
facility.

Identifier Formats

The format for the primary and secondary identifiers displayed on the analyzer screen is as
follows:

Primary Identifier

Patient ID Up to 15 characters

(e.g., Medical Record Number or Account Number)

Secondary ldentifier Format

Last Name Up to 15 characters

First Initial Single Character

Middle Initial Single Character

Date of Birth (DOB) DDMMMYYYY

Gender: Male, Female, Other, Unknown Single Character (M, F, O, U)

NOTE 1: If desired, the secondary identifiers can be configured to print with test results on
the i-STAT or Martel printers. Default behavior is to not print the secondary identifiers.

NOTE 2: When patient test results are transmitted to the data manager, the secondary
identifiers along with a status flag indicating whether the patient ID was confirmed are
included in the transmitted test record.

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020
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Third-party data management software considerations

Microsoft .NET version

The i-STAT/DE software is web-based and utilizes Microsoft .NET version 4. For proper
functionality of the i-STAT Positive Patient Identification (PPID) feature for patient date of
birth, Microsoft .NET version 4 is required to be utilized by the Third-party data management
software.
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1.4 Technical Considerations

This section provides technical considerations regarding the system environment where the
i-STAT/DE software will reside to ensure functionality of the i-STAT/DE software and to
prevent i-STAT/DE service interruptions.

Windows Firewall

If i-STAT/DE is installed on a machine which has the Windows Firewall in use, several
configuration parameters will need to be set. These settings are accessed through the Control
Panel, Windows Firewall applet. Exceptions will need to be applied to allow proper operation.
Instructions below describe one way to apply firewall exceptions.

Enable access to the i-STAT/DE web pages by selecting the Windows Firewall, Advanced tab
page and clicking:

e Settings... in the Network Connection Settings group box.

¢ When the Advanced Settings dialog opens, check Web Server (HTTP) and then click
OK.

Enable the service application that communicates with the i-STAT analyzers to do so through
the Windows Firewall:

1. Select the Exceptions tab page on Add Program
2. Browse to the Bin folder in the Istat32 or APOC\DE folder:
For customers that upgrade with 32-bit or 64-bit Windows: C:\Istat32\Bin
For new installations:
64-bit Windows - C:\Program Files(x86)\APOC\DE\Bin
32-bit Windows - C:\Program Files\APOC\DE\Bin
3. Select DeComSrv.exe and click OK.
Windows Update(s)

It is recommended that the latest Microsoft security patches be applied. Use the Windows
Update mechanism and apply all applicable security roll-ups, patches and updates.

When automatic restart is enabled, the i-STAT/DE services may be interrupted. It is
recommended to verify that the following i-STAT/DE services are running post Windows
Update and/or perform a controlled restart:

e (-STATDE Data Processor Service
o i-STATDE Update Monitor

e -STATDeComSrv

e -STATEVASSrv

e SQL Anywhere — iISTATDEDB
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Registry Permissions
The default access permissions for the following registry keys should not be changed.
e 64-bit Windows:
o HKEY_LOCAL_MACHINE\Software\WOWG6432Node\i-STAT
o HKEY_LOCAL_MACHINE\Software\WOW6432Node\ODBC\ODBC.INNi-STAT DE
e 32-bit Windows:
o HKEY_LOCAL_MACHINE\Software\i-STAT
o HKEY_LOCAL_MACHINE\Software\ODBC\ODBC.INN\i-STAT DE

Application and Operating System Software

The following exclusions should be applied to ensure that there is no disruption to the
functionality of the i-STAT/DE Software.

Exclusions

The following Exclusions are recommended for uninterrupted functionality of the
i-STAT/DE Software based on the Windows bit version and installation of i-STAT/DE
version 2.10:

64-bit Windows versions:

¢ New installations and Upgrades to i-STAT/DE version 2.10, with the APOC website
and APOC folder location:

o C:\Program Files (x86)\APOC\*.*
o C:\Program Files (x86)\SQL Anywhere 17\*.*
o C:\Windows\SysWOW64\inetsrv\w3wp.exe

e Upgrades to i-STAT/DE version 2.10, maintaining Default website and Istat32 folder
location:

o C:istat32\*.*

o C:\Program Files (x86)\SQL Anywhere 17\*.*
o C:inetpub\wwwroot\ActiveX\*.*

o C:\inetpub\wwwroot\IstatDeSystem\*.*

o Ciinetpub\wwwroot\iSTATDMI\*.*

o C:Windows\SysWOW64\inetsrv\w3wp.exe
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32-bit Windows versions:

¢ New installations and Upgrades to i-STAT/DE version 2.10, with the APOC website
and APOC folder location:

o C:\Program Files\APOC\*.*
o C:\Program Files\SQL Anywhere 17\*.*
o C:\Windows\system32\inetsrv\w3wp.exe

e Upgrades to i-STAT/DE version 2.10, maintaining Default website and Istat32 folder
location:

o C:istat32\*.”

o C:\Program Files\SQL Anywhere 17\*.*

o C:inetpub\wwwroot\ActiveX\*.*

o C:iinetpub\wwwroot\IstatDeSystem\*.*

o C:inetpub\wwwroot\iSTATDMI*.*

o C:\Windows\system32\inetsrv\w3wp.exe
IMPORTANT NOTE(S):

o The folders may be required to be placed in “bypass mode” when exclusions do
not resolve i-STAT/DE service interruptions.

o When the directory and subdirectories are not able to be excluded, the following
file type extensions may be excluded as they are utilized by the i-STAT/DE
software and its components: .bin, .clw, .exe, .log, .db, .dat, .txt, .dll, .vas, and
.ini.

Socket Port Utilization for Network Communication

The i-STAT/DE Software with the i-STAT 1 system utilizes your sites LAN. This section
provides information for ports utilized for network communication and diagnostic support.

TCP Ports

e TCP 80: i-STAT/DE Web pages, Third-Party Data Management
Communication and i-STAT 1 Downloader/Recharger (DRC-300)
Configuration

e TCP 6004: i-STAT 1 data transmissions

e TCP 9999: i-STAT Network Downloader and Network
Downloader/Recharger Configuration (DN-300/DRN-300)
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Backups and Recovery

It is recommended that backups be performed by backing up the i-STAT/DE database
backup directory. See Enable Automatic Backup in Section 2.3 Configuration,
Configuration Options.

The i-STAT/DE performs a daily backup which is overwritten in the C:\DEAUTOBACKUP
folder.

Browser

Client side cookies are used by the i-STAT/DE Customization Workspace web application to
maintain session information. Cookie usage will need to be enabled in Internet Explorer for
pages served up by the i-STAT/DE server.
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2. Installing and Configuring

Installing i-STAT/DE for the first time.

2.1 Installation of i-STAT/DE
NOTE:

e Screens shown here are examples only. During installation, a screen’s appearance may
differ slightly from the example. In addition, some screens may display very briefly, or not
display at all.

¢ [f the application does not start automatically, it may be necessary to run it manually.

¢ If a security prompt displays, you will need to give permission to allow the application to run.
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Installation Procedure

Insert the i-STAT/DE CD-ROM and follow the installation steps shown:

1. Welcome Dialog: When installing the i-STAT/DE components, the Welcome dialog will be
initially displayed. (Figure 2.1.1).
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(Figure 2.1.1)

2. OEM Software Distribution Agreement Dialog: After clicking Next>, the OEM Software

Distribution Agreement dialog is presented. (Figure 2.1.2) You must agree to the terms listed
to proceed with the installation. Click Yes to agree to the terms.
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(Figure 2.1.2)

3. Acknowledgement when specifying WIN7 or WIN10 on the command line: If WIN7
(Figure 2.1.3) or WIN10 (Figure 2.1.4) was specified on the command line and the less strict

OS version checking passed, one of the following prompts will need to be positively
acknowledged to proceed.
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Usage =]

i =% You have specified Windows 7 via the command line, If this machine is
not running Windows 7 Professional, you will be engaging off-label use
of this product. Continue?

e ) Cw

(Figure 2.1.3)

Usage

You have specified Windows 10 via the command line. If this
machine is not running Windows 10 Pro you will be engaging
off-label use of this product. Continue?

Yes | | No I

(Figure 2.1.4)

4. Summary Dialog: After clicking Yes in the OEM Software Distribution Agreement dialog (or
Yes for the WIN7 or WIN10 prompt), a dialog containing a summary of the installation
choices is shown (Figure 2.1.5). Click Next> to proceed.
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 Froreses
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(Figure 2.1.5)

5. Setup Status Dialog: The Setup Status dialog (Figure 2.1.6) is displayed while the files are
being delivered.
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stallShield Wizard

| Instalzhizd I-SM Cancel [

(Figure 2.1.6)

During a new installation of i-STAT/DE, it may be necessary for the setup utility to
install the Microsoft Data Access Components. In this case, the Setup Status dialog
(Figure 2.1.7) may appear as shown below for several (1 to 5) minutes while this is
taking place. Hard drive activity can be observed during this time.

tallshield wizard

|]nsta\|5hle\d I-Sm | concel |

(Figure 2.1.7)

6. Other Setups: After the files required for the installation of the server components have
been delivered, the following series of setup utilities will be launched by the i-STAT/DE
setup utility. These require no user interaction and should be allowed to run to completion.

a) Setup utility for the Borland Database Engine (Figure 2.1.8)
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BDE for i-STAT/DE

(Figure 2.1.8)
Note: this setup will be displayed only when installing on a 32-bit version of Windows.
b) Setup utility for SQL Anywhere 17 (Figure 2.1.9)

SQL Anywhere 17

[d| Please wait while Windows configures SQL Arywhere 17

&

Gathering required information...

(Figure 2.1.9)

7. Configuration Tasks: After the i-STAT/DE Customization Workspace setup utility has
completed, the i-STAT/DE setup utility proceeds to perform configuration tasks.

The Specify i-STAT/DE Database Server Name panel (Figure 2.1.10) displays with the
default server name: Istat32

Use the default server name or specify a different name. The only reason to specify a
name other than the default of Istat32 is the case where multiple i-STAT/DE servers will
be installed on the same network.

NOTE: The i-STAT/DE database server name must be unique on a network. Conflicts
and issues can occur if there is more than one instance of i-STAT/DE with the same
database server name anywhere on the LAN or WAN (health system, IDN, etc.).

After accepting the default name for the i-STAT/DE database server or specifying a name,
click Next>.
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(Figure 2.1.10)

8. Setup Complete: After completing the configuration task, the following dialog is presented
(Figure 2.1.11). Select Yes, | want to restart my computer now option and click Finish.

i-STAT/DE - InstallShield Wizard

InstallShield Wizard Cor

|ln§lal\5hle\d I-Sm [ cgax [ Fnen | [ cace

(Figure 2.1.11)
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Confirming installed components
To verify the successful installation of i-STAT/DE:

1. Open the i-STAT/DE System Status & Configuration web application in Internet Explorer 10
or 11 by specifying the following address:

http://computer ip or namelistatdesystem

where computer_ip_or_name is the IP address or machine name of the server on which
i-STAT/DE is installed.

Confirm the following:
e Under Database, Version is shown as 2.10
¢ Under Services, all the following services have a Status of Started or Running
o Data Communications Manager (DeComSrv)
o Data Processor (DeDpSrv)
o Update Monitor (DeUpdateMonitor)
o eVAS Monitor (evassrv)

e Click Data Manager Interface (DMI). Confirm all numbers under Test Record Statistics
are zero or greater for the following:

o Number of All Test Records
o Number of Unsent Test Records
o Number of Pending Records

2. Open Control Panel—-Add/Remove Programs or Control Panel—-Programs and
Features (depending on the Windows version). The following should be listed:

e i-STAT/DE Version 2.10
e SQL Anywhere 17BDE for i-STAT/DE
e BDE for i-STAT/DE (32-bit Windows only)
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Website and Physical File Locations for New Installations

The i-STAT/DE web applications and web service are installed as noted in the table below:

Item New Installation of version 2.10 |
APOC
Website (setup utility creates this web site and disables

Default Web Site)

<ProgFilesX86>\APOC\DE\web

Folder location under which the physical

files of the web components are where <ProgFilesX86> is the 32-bit Program
installed Files folder as given in the Registry.

Folder location under which the non-

web components (service applications, <ProgFilesX86>\APOC\DE

database files, CLEW files, etc.) are
installed

Updating Website Location for New Installations

If the organization or facility desires to have web applications and web services installed to

Default Web Site, the following steps are a suggested option:

1. Edit the protocol bindings for the APOC web site (Figure 2.1.12) and assign them a host
name. Any host name can be used; for example purposes APOCWS is used. (Figure
2.1.12). Binding is saved/updated, and Default Web Site started (Figure 2.1.13).

9 Intemet Information Services (1) Manager - o X
(= - GTOELABWINIO » Sites » @ e-
File View Help
Connections q ..
2 §} Sites
PE=
3E~“,GT°MBW‘N‘°(SQWOPS Filter: - ¥ Go - GShow All |Groupby: NoGrouping  ~
Name ) Status. Binding Path
eAPDC 110 Started (http) 80 (http), 443 (https) G\Program Files (x86)\APOC\DE\web
@ Default Web Site 1 Stopped (http) 8D (http), %443 (https) 9SystemDrived\in etpublwwwroot
7
Type  Host Nam: Port I Address Binding Informa... Ad
http 2 .
it
s o [T
I: Host name:
Rem:
‘APO(WSJ
BroW  Example: www.contoso.com or marketing.contose.com
< > (B Festures View [ e g ® +ep
Ready L-E]

(Figure 2.1.12)

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020 24



™ Intemet Information Serv

2. Add to the facility's local DNS server an entry mapping the host name of APOCWS to

& (s> BUGTOELABWINIO » Sites » @t @
File View Help
Connections )
= gé'l Sites
-] ?
95 BUGTOELABWINTD (SOFTOPS,
2 Applcation Pools Filter: ~ ¥ Go - (g Show All | Group by: | Ne Grouping -
v sl Sites Name [ Status Binding Path
~-@ apoc @ aroc 1110 Started (http) APQCWS on %80 (http), APOCWS on %443 (https)  C:\Program Files (436)\APOC\DE\web
P ActiveX {0 Befault Web &t T Searted Chttp) 80 (hitp), 48 Chetps) Eystem s s
3 IstatDesystem e
@ isTaTOMI o
-@ Default Web Site o
[ Basic Settings..
1B explore
Edit Permissians..
X Remove
Rename
View Virtual Directories
Manage Website ~
& Restart
> Start
& sop
Browse Website:
Advanced Settings.
Configure
Limits..
3 > | [ Features View |I7Z Content View @ Hep
Ready

%

(Figure 2.1.13)

the server's machine name. The following is an example:

File Action View Help

.;_ DNS Manager

I EEEEEEEEE

"] DomainDnsZones
" ForestDnsZones
] Reverse Lookup Zones
] Conditional Forwarders
Global Logs

2, DN Name ~ [ Type | o=
=] f! APOCSOFTOPS =] (same as parent folder) Start of Authority (SOA) [1
T i
|z) _msdcs,Softops.com
= | Softops.com Alias (CHAME) |
~ | _msdcs

[ _sites Alias name (uses parent domain if left blank):

O = [apocws

] _udp

Fully qualified domain name (FQDN):
| APOCWS. Softops. com.

Fully qualified domain name (FQDIN) for target host:
I BToeWin10x64a. Softops.com

Browse... I

[~ allow any authenticated user to update all DNS records with the same
name. This setting applies only to DNS records for a new name.

oK | Cancel

T = TAFUCDEZ TUZRS TIOST AT

(Figure 2.1.14)
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2.2 Installing a Software Upgrade

When the setup utility is run on a system that already has i-STAT/DE installed on it, the setup
utility automatically runs in upgrade mode. In upgrade mode the machine is automatically
rebooted after the setup utility completes its execution.

Upgrade Notes

e To upgrade from a version prior to v2.0, you must first upgrade to v2.0 or greater.
The setup utility does not support upgrading from versions prior to v2.0.

e Upgrading from version prior to 2.5.1, STATNotes stored procedures are updated to check
for the existence of STATNotes items having duplicate internal IDs. If duplicate IDs are
detected, a warning will be recorded in the Application Log of the Event Viewer and will also
be recorded in the DMI Error Log which can be viewed through the i-STAT/DE Status &
Configuration web application. Detection of this condition has no impact on the success of
the upgrade. The condition is simply recorded.

o The text of the message will be: A technical issue in your STATNotes configuration
has been identified by the setup utility. Please contact your local support organization
for assistance.

¢ Sites are advised to back up the customization profiles before performing an upgrade. See
section 3.4, Customization Profile Management for instructions on backing up customization
profiles.

e When running in upgrade mode, in the OEM Software Distribution Agreement dialog, the
user must click Yes.

Website and Physical File Locations for Upgrades
The setup utility for i-STAT/DE version 2.9 and earlier installed the following:

e i-STAT/DE web applications and web service under Default Web Site in Internet
Information Services (IIS).

o i-STAT/DE web components under C:\Inetpub\wwwwroot.
e i-STAT/DE non-web Components under C:\Istat32

If i-STAT/DE is being upgraded from version 2.9 or earlier, the web site and physical file
locations used will be unchanged as displayed in the table below.

Upgrade from version

Item .
2.9 or earlier

Web site Default Web Site

Folder location under which the physical files of the

web components are installed CAInetpublwwwroot

Folder location under which the non-web components
(service applications, database files, CLEW files, etc.) C:\Istat32
are installed
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Updating Website and Physical File Locations for Upgrade
Installations:

If an Organization or Facility wishes to update the website and physical file locations to that
of the new installation model introduced with version 2.10, the following steps may be
performed:

Upgrade the existing i-STAT/DE instance to version 2.10

2. Capture a screen shot of the configuration page in the System Status & Configuration
web application (http://localhost/istatdesystem/istatdesys config.aspx)

Stop the SQL Anywhere — iISTATDEDB service

Copy the database files C:\Istat32\bin\Istat32.db and C:\Istat32\bin\Istat32.log to a safe
location

Uninstall i-STAT/DE Version 2.10 from Programs and Features
Delete these folders, if they exist:
e C:\Istat32
¢ C:\Inetpub\wwwroot\ActiveX
e C:\Inetpub\wwwroot\IstatDeSystem
o C:\Inetpub\wwwroot\iSTATDMI
7. Delete the following registry keys:
e 64-bit Windows:
o HKEY_LOCAL_MACHINE\Software\WOWG6432Node\i-STAT
o HKEY_LOCAL_MACHINE\Software\WOW6432Node\ODBC\ODBC.INNi-STAT DE
e 32-bit Windows:
o HKEY_LOCAL_MACHINE\Software\i-STAT
o HKEY_LOCAL_MACHINE\Software\ODBC\ODBC.INNi-STAT DE
Install i-STAT/DE Version 2.10, but elect not to reboot after the setup completes
Copy the database files saved earlier to:
e C:\Program Files (x86 )\ APOC\DE\bin (64-bit Windows) or
e C:\Program Files\APOC\DE\bin (32-bit Windows)
10. Reboot

11. Open the configuration page in the System Status & Configuration web application
(http://localhost/istatdesystem/istatdesys config.aspx) and make/save any changes
needed to match the settings captured earlier

12. Reboot
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2.3 Configuration

Server Settings

The i-STAT/DE System Status & Configuration Web application can be used to configure
various system settings. It is accessed through a web browser using the following URL:

http://computer-ip-or-namelistatdesystem

Where computer-ip-or-name is the machine name or IP address of the i-STAT/DE server.

Click View/Set Configuration to access the page where various i-STAT/DE system settings
can be configured. After making changes, click OK. If the settings were successfully
validated and recorded a new page reporting the success will be presented. If any errors

were encountered, they will be reported on the configuration page.

NOTE:

e Screens shown here are examples only. A screen’s appearance may differ from the

example.

¢ Values shown in the example below are for reference only. They do not represent

default values.

View/Set Configuration Page

2 i STAT/DE System - Microsoft Internet Explorer =163
an
i

Fle Edt View Favorites Tooks  Help

Links > & -

Abbott
Point of Care

Interface (DMI)

View Instruments

View Operators

View Patients

i-STAT/DE System - View/Set Configuration

The configuration is not saved unti the OK button s clisked
Click | button o discard changes and return to i

Options

CJenable use of IR Link D5

Enable Automatic Backup
Backup Time (Hi:mmy: |0200
EBackup Directory:
CADEAUTOBACKUP

Test Result Data Retention Period (monthsk: |6 %

[Enable DM {Data Manager Interface) Extended Logging

Network

Enable lletwork Communications

Instrument TCP Port Assignments:

Instrument Enabled  Port
i-STAT Series 200 Analyzer [pooo
I-STAT Series 300 (-STAT 1) Analyzer [poos
Philips Blond Anatysis Mocule [poo
Phiips Cinioal Dsta Server ooz

[Osend Philips Blood Analysis Module transmission status

Patient List
Maximum List Entries: 5000
Update Interval (minutes): |1

Patient Identifier: | Medical record number |~

Truncate Digits: [0 leading 0 wailing

Copyright 20022011 Abhckt Poirt of Care Inc

the Min # Status page

messages to named hosts

&

J Local intranet

i-STAT/DE v2.10 — User Guide

Art: 754472-00 Rev. G

Rev. Date: 24-SEP-2020



Configuration Options

Enable use of IR Link IDs:

This is no longer supported. Allow the setting to remain unchecked, which is the default.

Maximum number of diagnostic files:

Determines the maximum number of diagnostic files to be kept. When the maximum number
is reached, the oldest file is overwritten. Diagnostic files contain information that can be
useful in troubleshooting cartridge problems. This number may be changed at the request of
an i-STAT Technical Services Support Specialist.

Default setting: Default value is 100.

Enable Automatic Backup:

Enable/disable the automatic backup of the i-STAT/DE database files on a daily basis. The
backup will occur daily at or after the time specified by the Backup Time (HH:mm) setting
and the backup destination will be the location specified by the Backup Directory setting.
Default settings: This feature is checked by default, Backup Time is 02:00 local time, and the
default Backup Directory is C\ADEAUTOBACKUP.

Note: The path specified as the backup directory must exist and be accessible to the
LocalSystem account of the i-STAT/DE server or the backup will fail silently.

Test Result Data Retention Period (months):

Defines the number of months (1 to 6), relative to the timestamp of the test record, that a test
record will be retained in the i-STAT/DE database after being successfully forwarded to, and
acknowledged by, the host data management system.

Default setting: Default value is 4.

Enable DMI (Data Manager Interface) Extended Logging

Enable/disable logging of every web method call made to the DMI web service. When
enabled, all calls are logged to the DMI error log file:

For customers that upgrade with 32-bit or 64-bit Windows:
C:\Istat32\Log\iSTATDMI Errors.txt

For new installations and upgrades that updated the folder location:
64-bit Windows - C:\Program Files(x86)\APOC\DE\Log\iSTATDMI Errors.txt
32-bit Windows - C:\Program Files\APOC\DE\Log\iSTATDMI Errors.txt

This can be useful in documenting and troubleshooting the interaction between the web
service and the third- party data manager.

Default setting: This feature is unchecked by default.
Note: When an i-STAT/DE software upgrade is installed, the feature is reset to unchecked.
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Configuration Network Options

Enable Network Communications:

Enable/disable the reception of data transmissions by i-STAT/DE. Do not change this setting
unless you are directed to do so by an i-STAT Technical Services Support Specialist.
Default setting: This feature is checked by default.

Maximum Simultaneous Connections:

Determines the maximum number of simultaneous analyzer downloads that will be supported
by i-STAT/DE.
Default setting: Default value is 256.

Instrument TCP Port Assignments:

For each listed instrument, the TCP Port number can be specified and the reception of
individual instrument types can be enabled/disabled.
Default settings: All items in the box are checked, the values are: 6000, 6004, 6001, 6002.

Send Philips Blood Analysis Module transmission status messages
to named hosts:

This feature applies to the Philips Blood Analysis Module, which is no longer supported.
Leave this feature in its default state of unchecked.
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Configuration Patients List options

NOTE: Options in this section should be changed only by your data management vendor.

Maximum List Entries:

Specifies the maximum number of entries allowed in a single institution's patient list. If this
number is exceeded in the DataSet passed to the SetPatientsAll() or SetPatientsOne() web
methods, an exception will be returned. Allowable values are in the range 1 to 6000.
Default setting: 6000.

Update Interval (minutes):

Specifies the minimum amount of time in minutes that must pass between two successive
calls to SetPatientsAll() or between calls to SetPatientsOne() for a given institution. If the
calls occur before this time period elapses, an exception will be returned. Allowable values
are in the range 1 to 60.

Default setting: 10.

Patient Identifier:

Records the identifier to be used as the Patient ID in the DataSet passed to SetPatientsAll()
or SetPatientsOne(). Informational only; no validation is performed against this setting.
Default setting: Default value is Medical record number.

Truncate Digits:

Controls the number of leading and trailing digits to be trimmed from the patient identifiers
received from the ADT feed. Informational only; no validation is performed against this
setting.

Default setting: no truncation.
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2.4 Authentication/Authorization via Active Directory for i-STAT/DE
Webpages

The i-STAT/DE utility program deAuthConfigapp.exe may be utilized to enable/disable
authentication and authorization for the following i-STAT/DE web applications utilizing an
organization’s Active Directory:

e [-STAT/DE Customization Workspace
o [-STAT/DE System Status and Configuration

When enabled, audit trail entries are recorded in the Application Log of the Windows Event
Viewer.

Functionality

When the authentication and authorization is enabled for the i-STAT/DE web applications, the
user will be presented with a login screen when they access the i-STAT/DE System

(Figure 2.4.1) and Customization Workspace (2.4.2) web pages. The users Active Directory
group membership will dictate whether they have Full access (Figure 2.4.3) or Read-only
access to the webpage (2.4.4).

The Organization’s users that are provided with Full access will be able to apply updates and
changes within the i-STAT/DE System and Customization workspace web pages. Users that are
provided Read-only access may only view the information with the i-STAT/DE System and
Customization Workspace pages.

E’} hetpe/Mocalbhost/statDeSystem/ tatdesys_loginsspe?Retuml= %63 ~ [ o Seanch. p - 8t
(2 i-STAT/DE System * [}
File Edit View Fevortes  Tool:  Help
Anpett. i-STATIDE System

Uped Hamss 3
Paszwoad .

User actiity is subject to audit trail recording and monitoring

Copryright & 2002- 2015 Abbofl Point of Cane [Rc

(Figure 2.4.1)
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@ nttp://localhost/ActiveX/istatde Jri= 962FActiveXSa2fcust 43dMyHospital3:26optic = &

localhost L]

Abbott i-STATIDE Customization
Point of Care

System Use Notification
Only authorized MyHospital personnel are allowed to access this system.

By accessing this system you are consenting to system monitoring.

This system contains confidential MyRospital information.
Unauthorized access and handling may subject you to MyHospital disciplinary action.

Copyright ® 2002-2019 Abbott Point of Care Inc.

(Figure 2.4.2)

Abbott i-STATIDE Customization
Point of Care Curentuser - gbeope Lot
rrenuser: gbsopa Loa Ot

Customization Workspace
Preferences  STATNoles  Profle  Updale FSTATIDE

: [Myrosptal |

e Insitutin
profie: L protes
Langusge EwisTaT proterences| STATMtes |[]
Engish  \/ ooy [7] -m -m 19626V7P 1e626Tvs | []
— o | @ toczoe || _tozervs |1
= “ toazovre || teezervs | 1
eupsoamciew: | U | & ez || voezorvs | O
oW | Bl Toezovre || toeasrvs | (]
LSTar s soware: | MY | ) tocaore || _toezervs |1
reerences
tos20v7p
sTATHotes:

19626TYS.

Jse VAS
APOC20191443VAS

Use Operator List

I-STATIDE Version 2.10
UDI (01)00054749001255(10)2.10

Copyright © 2002-2019 Abbolt Pointof Care Inc.

(Figure 2.4.3)
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© I-STAT/DE Customization

a Abbott i-STATIDE Customization

Point of Care cumentuser - aeone Lasout
urrent user : ibsopa Log Ou

Customization Workspace

Preferences  STATNoes  Profie  Update -STATIDE

onization Institution: | MyHospital_v/|

profil: profiles:
J— L Uses LSTAT Analyzer CLEW Philips BAM CLEW | Preferences | STATNotes
= cicu v v v A3 19626v7P || 19626TYS
Undt Set evor [ ] i v A3 10626v7P || 19626TYS
Dialysis | iy, v v A3 19626v7p || 19626TvS
£STAT Analyzer CLEW:
= R i i v A3 10626v7P || 19626TYS
Icu-3
e v v v 10626v7P || 19626TYS
COCN = < 19626v7p || 19626TvS
£-STAT 1 Software: nicy v v v 10626v7P || 19626TYS
JAMSIATA B | OV | ToeaeTve
Preferences:
STATNotes:
19626TYS.
u

APOC20181443VAS

F-STATIDE Version 2.10
UDE (01)00054749001255(10)2.10

‘Copyright © 2002-2019 Abbolt Point of Care Inc.

®100%

(Figure 2.4.4)
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Caution(s)

Access is governed by the organization’s user assignment within the organization’s Active
Directory user group.

Issues pertaining to the user access may be referred to the organization’s IT department.

User access is not managed within the i-STAT/DE software or web applications.

Requirement(s)

The following are the requirements when enabling the authentication and authorization for the
i-STAT/DE Web applications:

1. i-STAT/DE version 2.10 installed successfully.

2. The i-STAT/DE server must be a member of the domain specified in Step 3.b under

the following section "Enabling Authentication and Authorization for i-STAT/DE web

applications" in order for authentication to be possible.

The i-STAT/DE deAuthConfigapp.exe must be run as an Administrator.

4. Organization may secure access to the i-STAT/DE deAuthConfigapp.exe through
Windows File permissions.

5. Two Active Directory user groups, if applicable
o Active Directory user group that provides assigned users full access to the web
applications.
o Active Directory user group that provides assigned users read-only access to
the web applications

w
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Enabling Authentication and Authorization for i-STAT/DE Web Applications
1. Go to the Istat32 or DE program folder:
e For customers that upgrade with 32-bit or 64-bit Windows: C:\Istat32\Bin

e For new installations and upgrades that updated the folder location:
o 64-bit Windows - C:\Program Files(x86)\APOC\DE\Bin
o 32-bit Windows - C:\Program Files\APOC\DE\Bin

2. Open the i-STAT/DE folder, right-click deAuthConfigApp.exe and select Run as
Administrator (Figure 2.4.5):

MName

Rt

?| DACA.Commen. dil
<] DACAIST.dII
“| DACANSE.dIl

=) deAuthConfigApp.exe

B DeComSnv.exe Open b

T2 DeDpSrv.exe ¥ Run as administrator hn 111 KB
%] DeSetupMsgs.dil Troubleshoot compatibility bn extens... 2KB
# DeUpdateMonitor.exe Pin to Start bn 3B KB
] evassrv.exe EQ Scan with Windows Defender... bn 663 KB
7 Istat32.db |£ Share File 472 KB
5| Istat32log Pintotaskbar ~ |men t 576 KB
*| Regdbdil.dll Restore previous versions pn extens... 99 KB

Send to >

Cut
Copy

(Figure 2.4.5)
3. On the Authentication Settings tab (Figure 2.4.6):
a. Select Yes, to enable Active Directory authentication and authorization.

b. Enter the Domain Name, the domain on which the Active Directory used for
authentication and authorization is located.

c. Enter the Administrator group name, name of the Active Directory group holding
the users who have full access to the two web applications.

d. Enter the Viewer group name, name of the Active Directory group holding the
users who have view-only access to the two web applications.

e. Enter the Session Timeout, number of minutes of inactivity that will trigger
expiration of authentication and authorization. Enter a number, in minutes: 1 to 60.

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020 35



i-STAT/DE Web Application Configuration Editor

Authertication Settings  System Use Information

Enable Active Directory authentication and authorization?
@ Yes ) No

Active Directory Settings

Domain Name: |soﬂopi ‘
Administrator group name |DE_APOCAdmm ‘
Viewer group name [DE_APOCViewer |

Session Timeout

Without interaction, user session will expire in: {1-60 minutes)

Save Close

(Figure 2.4.6)

4. On the System Use Information tab (Figure 2.4.7 and Figure 2.4.8): Enter the message, if
applicable, to be displayed on the login screen. Message is customized by the organization.

Note(s):
e User is responsible for breaking the text into separate lines.

e Do not rely on the text wrapping — insert line breaks.

i-STAT/DE Web Application Configuration Editor

Authertication Settings | System Use Information

System Use Information

User activity is subject to audit trail recording and moritoring

(Figure 2.4.7)
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i-STAT/DE Web Application Configuration Editor

Authentication Settings  System Ulse Information

System Use Information

Orily atthorized MyHospital personnel are alowed to access this system
By accessing this system you are consenting to system moritoring

This system contains confidential MyHospital information
Unauthorized access and handing may subject you to MyHospital disciplinary action

Save Close

(Figure 2.4.8)

5. Click Save. Status messages are displayed in the Information section (Figure 2.4.9).

a. Success message is displayed, if the Active Directory store can be contacted and the
user groups verified:

¢ Active Directory must exist on the specified domain

e The Administrator Active Directory group must exist

e The Viewer Active Directory group must exist

e Session timeout must be a number from 1 to 1440 (one minute to one day)
b. Failure message is displayed in the same area of the window.

i-STAT/DE Web Application Configuration Editor

Authentication Settings  System Use Information

Enable Active Directory authentication and authorization?
® Yes ) Mo

Active Directory Settings

Domain Name: |soﬂopi ‘
Administrator group name [DE_APOCAdmin |
Viewer group name [DE_APCCViewsr |

Session Timeout

Without interaction, user session will expire in: (1-60 minutes)

Information

i-STAT/DE System Status & Configuration web authentication settings are updated.
Customization Workspace web authertication settings are updated

i-STAT/DE System Status & Corfiguration web system usage information is updated
Customization Workspace system usage information is updated. Save

(Figure 2.4.9)
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6. When a user attempts to access one of the i-STAT/DE webpages, a login page will now be

displayed (Figure 2.4.10)

File Edit View Favorites Tools Help

Abbott .
Point of Care i-STAT/DE System

e E—

User activity is subject to audit trail recording and monitoring

Copyright © 2002-2019 Abbott Point of Care Inc.

(Figure 2.4.10)
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Audit Trail Logging

When authentication/authorization via Active Directory is enabled, audit trail entries are
recorded in the Application Log of the Event Viewer. The amount of event history available is
dependent on the Organization’s IT policy and/or procedures.

Audit Trail Logging for i-STAT/DE Customization Workspace

webpage

Audit trail entries from the i-STAT/DE Customization Workspace web application will have a
source of CustomWorkspaceWeb, and the following events are recorded:

Event recorded Description

Successful login

Documents that the user logged in successfully.

Unsuccessful login attempt

Documents an unsuccessful login attempt by a user.

CLEW selection changed

Documents the user and CLEW selection change.

Preferences saved

Documents the user and when the Preferences were saved.

Preferences deleted

Documents the user and when the Preferences were deleted.

Preferences applied

Documents the user and when the Preferences were applied.

STATNotes saved

Documents the user and when the STATNotes were saved.

STATNotes deleted

Documents the user and when the STATNotes were deleted.

STATNotes applied

Documents the user and when the STATNotes were applied.

Profile restored

Documents the user and when the Profile was restored.
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Audit Trail Logging for i-STAT/DE System Status and Configuration
webpage

Audit trail entries from the i-STAT/DE System Status & Configuration will have a source of
IstatDeSysWeb, and the following events are recorded:

Event recorded Description

Successful login Documents that the user logged in successfully.

Unsuccessful login attempt Documents an unsuccessful login attempt by a user.

Documents the user that clicked the OK button on the

Configuration Settings Saved View/Set Configuration page.
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3. Customization Workspace

The Customization Workspace is used to apply settings to i-STAT 1 analyzers. Settings are
applied by location, and locations ae organized into groups under an Institution. The
Customization Workspace helps manage a fleet of distributed analyzers across multiple facilities
or a healthcare system, including delivery of software updates and Electronic Value Assignment
Sheets (eVAS).

The Customization Workspace is accessible via web browser and is validated for use with
Windows Internet Explorer. Refer to Section 1.1 Technical Specifications for version
compatibility.

To allow access to the Customization Workspace users must first set up their data management
application to interact with and send location hierarchy information to i-STAT/DE. Check the
documentation for your data management application for instructions on setting up integration
with i-STAT/DE.

3.1 Accessing the Customization Workspace

When the data management application is configured to communicate location hierarchy
information to i-STAT/DE, the institution information will populate in i-STAT/DE, and the
Customization Workspace becomes accessible. An example of the hyperlink that is needed to
access the Customiczation Workspace is shown here:

¢ http://[computer-ip-or-name]/ActiveX/custom.aspx?inst=[InstitutionName]&Option=1
o http://[computer-ip-or-name]/ActiveX/custom.aspx?inst=[InstitutionName]&Option=2

Where [computer-ip-or-name] is replaced by the IP address or machine name of the
i-STAT/DE computer, and [InstitutionName] is replaced by the name of the institution whose
settings will be displayed.

When Option=1, the user can view/change the settings of any institution in the healthcare
system.

When Option=2, the user can view/change the settings of only the institution given by
[InstitutionName].
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3.2 Customization Workspace

The Customization Workspace is used to help define behavior for i-STAT analyzers. Contents of
the web page are described below. For exisitng and replacement analyzers, verify that the
analyzer customization settings support running the cartridge prior to use.

The contents description number corresponds to the numbered areas in the graphic (Figure
3.2.1).

Note: The screen shown here is an example only. A screen’s appearance may differ from the
example.

1. Preferences — Various settings available for the i-STAT 1 analyzer. Preferences can differ by
location. To apply Preferences or delete unused Preferences, hover on the Preferences link
and choose Apply Preferences or Delete Preferences. (See To apply Preferences.)
Preferences have a unique system-generated name to distinguish them from one another.

2. STATNotes — Option that allows users to collect additional patient-specific testing
parameters in the i-STAT analyzer during the testing. Contact your local representative to
discuss the benefits of enabling STATNotes.

3. Profile — A Profile consists of the entire contents of the Default customization profile plus all
Preferences and STATNotes used in the Location-based customization profiles. To backup
or restore a Profile, hover over the Profile link and choose Backup Profile or Restore
Profile. (See To backup Profiles and To restore Profiles.)

4. Update i-STAT/DE — Hover over Upload Update File and select Upload Update File to
upload files that have been backed up or downloaded from the Abbott Point of Care website.
When updating, the system will write the various files to appropriate locations based on the
file type.

5. Institution Selector — Allows users to toggle between institutions available within the
location hierarchy as defined by an integrated data management system. Each institution
(sometimes known as a facility) can have different preferences.

6. Default Customization Profile Pane — Displays the customization settings applied to all
i-STAT 1 analyzers unless overriden by settings specified in the Location-based
customization profiles grid. The following settings apply to all analyzers regardless of the
location to which they are assigned:

- Language

- UNITSET

- i-STAT 1 Software
- Use eVAS

- Use Operator List
- Use Patient List

7. Location-based Customization Profiles Pane — Displays locations within i-STAT/DE and
the settings specific to each location. Use this pane to enable/disable Profile updates for a
location, indicate whether or not a location uses the default profile, enable/disable CLEW
updates for a location, specify the CLEW for a location, and set the Preferences and
STATNotes for a location. Depending on the number of locations in a system’s hierarchy
there may be multiple pages of locations. These can be accessed by clicking on the
numbered page links at the bottom right corner of the pane. Location name has a character
limit of 20.
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n Workspace - Windows Internet Explore
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Default customization profile:  Location-based customization profiles:
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-STAT/DE Version 2.8
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(Figure 3.2.1)
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3.3 Customization Profile Options

This section describes the parameters that can be customized for site-specific testing
requirements and the factory default settings.

A customization profile consists of selections made from four major pages: Language,
UNITSET, CLEW and Preferences. The Preferences page consists of six tabs: Instrument, ID
Entry, Test, Cartridge QC, Results, and Analyte Enable.

When making initial selections, or updating selections on the page:
e To save preferences, click the OK button.
e To cancel changes to the preference, click the CANCEL button.

Note: Pressing the Enter Key on your keyboard may result in the following default preferences
to be applied (DEFAULTO) and displayed in the selection area.

Important Note: Verify that the analyzer customization settings support running the cartridge
prior to use.

For i-STAT CG4+ Cartridges (P/N 03P85-51): Incorrect customization of

the Reference and Action range for pH, PO2, or PCO2 will result in a
display message, “Invalid Cart, See Admin” and inability to obtain test
results when scanning the cartridge pouch barcode for

i-STAT CG4+ Cartridges (P/N 03P85-51).

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020 44



Customization Profile Page: Default Customization

LANGUAGE: Drop-down menu to select Language for text displayed on analyzer: English,
Japanese, German, Italian, Dutch, Spanish, French, Swedish, Portuguese, Danish, and
Finnish.

Default Setting: English

UNIT SET PAGE: Reporting units for results. Select from predefined sets or by analyte.
Seventeen predefined UNITSETs available. UNITSET99 allows the name and units for each
test to be defined individually. UNITSET applies to all customization profiles within the
institution selected.

See i-STAT Cartridge Instructions for Use (IFU) or Cartridge and Test Information (CTI)
sheets, located at www.pointofcare.abbott for more information on analytes and available
units.

Default Setting: UNITSETO00

Note: Reference Ranges, Action Ranges, and Custom Reportable Ranges (if applicable)
in the Preferences Window must be changed when changing units.

To Set the UNITSET:

From the Customization Workspace Web page, under the Default Customization Profile
area, select UNITSET.

1. Click on Select a UNITSET and select a UNITSET from the drop-down menu.
e The default is UNITSETO00 and is pre-defined.

e A customizable UNITSET99 may be used to select the name and unit, if

available.
2. To select the analyte, click on the select button and select from the displayed
options.
3. Click Okay to Save the Unit Set selection or Cancel to cancel the UNITSET
selection.

For details on the options available within the UNITSET, see tables below:
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TABLE: UNITSET Options — 00, 99, 01 thru 06

Label 00 99
(Default) (Customizable)

Na mmol/L mmol/L, mEqg/L mmol/L | mmol/L | mmol/L | mEg/L | mmol/L | mmol/L
K mmol/L mmol/L, mEq/L mmol/L | mmol/L | mmol/L | mEqg/L | mmol/L | mmol/L
Cl mmol/L mmol/L, mEqg/L mmol/L | mmol/L | mmol/L | mEg/L | mmol/L | mmol/L
BUN mg/dL mg/dL N/A N/A N/A N/A N/A N/A
UREA N/A g/L, mg/dL, mmol/L mmol/L | mmol/L | mg/dL | mg/dL | mg/dL | mg/dL
Crea mg/dL pmol/L, mg/dL pymol/L | ymol/L | mg/dL | mg/dL | mg/dL | mg/dL
Glu mg/dL mmol/L, mg/dL, g/L mmol/L | mmol/L | mmol/L | mg/dL | mg/dL | mg/dL
Lac mmol/L mmol/L, mg/dL, g/L mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L
AnGap mmol/L mmol/L, mEqg/L mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mEq/L
Hct %PCV %PCV, [None] [None] | %PCV | %PCV | %PCV | %PCV | %PCV
Hb g/dL mmol/L, g/dL, g/L g/L g/L g/dL g/dL g/dL g/dL
iCa mmol/L mmol/L, mEqg/L, mg/dL mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L
pH [None] [None] [None] | [None] | [None] | [None] | [None] | [None]
PCO2 mmHg kPa, mmHg kPa kPa mmHg | mmHg | mmHg | mmHg
PO2 mmHg kPa, mmHg kPa kPa mmHg | mmHg | mmHg | mmHg
HCO3 mmol/L mmol/L, mEq/L mmol/L | mmol/L | mEg/L | mmol/L | mmol/L | mEq/L
TCO2 mmol/L mmol/L, mEqg/L mmol/L | mmol/L | mEg/L | mmol/L | mmol/L | mmol/L
BE mmol/L mmol/L, mEq/L mmol/L | mmol/L | mEg/L | mmol/L | mmol/L | mEq/L
s02 % %, [None] % % % % % %
ACT WBT | sec sec sec sec sec sec sec sec
aPTT* sec sec sec sec sec sec sec sec
PT+** sec sec sec sec sec sec sec sec
INR+** [None] [None] [None] | [None] | [None] | [None] | [None] | [None]
PT sec sec sec sec sec sec sec sec
INR [None] [None] [None] | [None] | [None] | [None] | [None] | [None]
Tnl-Nx** ng/mL Mg/L, ng/mL, pg/mL, ng/L | ng/L ng/L ng/L ng/L ng/L ng/L
cTnl ng/mL ug/L, ng/mL ng/mL | ng/mL | ng/mL | ng/mL | ng/mL | ng/mL

Notes:

e There are no units for pH or for hematocrit when reported as decimal fraction.

e There is no unit selection for INR.

e **Denotes future cartridge development.

¢ Forintended use and complete product information, visit www.pointofcare.abbott.

¢ Not all products are available in all regions. Check with your local Abbott representative for

availability.

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020 46


http://www.pointofcare.abbott/

TABLE: UNITSET Options — 00, 99, 01 thru 06, continued

Label 00 99

(Default) (Customizable) 01 02
CK-MB ng/mL pg/L, ng/mL ng/mL | ng/mL | ng/mL |ng/mL | ng/mL | ng/mL
BNP pg/mL ng/L, pg/mL pg/mL pg/mL pg/mL pg/mL pg/mL | pg/mL
BhCG IU/L IU/L IU/L IU/L lu/L IU/L lu/L lu/L
hCG QUAL QUAL QUAL | QUAL | QUAL | QUAL |QUAL | QUAL
TSH** mIU/L mIU/L, plU/mL miU/L | mlU/L | mlU/L |mlU/L | mlU/L | mlUL
Notes:

There are no units for pH or for hematocrit when reported as decimal fraction.

There is no unit selection for INR.

**Denotes future cartridge development.

For intended use and complete product information, visit www.pointofcare.abbott.

Not all products are available in all regions. Check with your local Abbott representative for
availability.
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TABLE: UNITSET Options, 07 thru 16

Label 07 08 09 10

Na mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEqg/L | mmol/L
K mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEg/L | mmol/L
(o mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEqg/L | mmol/L
BUN N/A N/A N/A N/A N/A mg/dL | N/A N/A mg/dL | N/A
UREA mmol/L | mmol/L | mmol/L | mmol/L | mmol/L N/A mmol/L | mmol/L | N/A g/L
Crea pumol/L pmol/L | umol/L | umol/L | umol/L mg/dL | ymol/L | ymol/L | mg/dL | pmol/L
Glu mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mg/dL | mmol/L | mmol/L | mg/dL | g/L
Lac mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L | mmol/L
AnGap mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEqg/L | mmol/L
Hct %PCV | [None] | [None] | [None] | [None] %PCV | %PCV | %PCV | %PCV | %PCV
Hb mmol/L | g/L g/dL g/dL g/dL g/dL g/dL mmol/L | g/dL g/dL
iCa mmol/L | mmol/L | mmol/L | mmol/L | mg/dL mg/dL | mmol/L | mmol/L | mEg/L | mmol/L
pH [None] [None] | [None] | None] [None] [None] | [None] [None] | [None] | [None]
PCO2 kPa mmHg | mmHg | kPa kPa mmHg | mmHg mmHg | mmHg | mmHg
PO2 kPa mmHg | mmHg | kPa kPa mmHg | mmHg mmHg | mmHg | mmHg
HCO3 mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEg/L | mmol/L
TCO2 mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEqg/L | mmol/L
BE mmol/L | mmol/L | mmol/L | mmol/L | mmol/L mmol/L | mmol/L | mmol/L | mEg/L | mmol/L
s02 % % % % % % % % % %
ACT WBT | sec sec sec sec sec sec sec sec sec sec
aPTT** sec sec sec sec sec sec sec sec sec sec
PT+* sec sec sec sec sec sec sec sec sec sec
INR+** [None] [None] | [None] | [None] | [None] [None] | [None] [None] | [None] | [None]
PT sec sec sec sec sec sec sec sec sec sec
INR [None] [None] | None] [None] | [None] [None] | [None] [None] | [None] | [None]
Tnl-Nx** ng/L ng/L ng/L ng/L ng/L ng/L ng/L ng/L ng/L ng/L
cTnl ng/mL ng/mL | ng/mL | ng/mL | ng/mL ng/mL | ng/mL ng/mL | ng/mL | ng/mL
Notes:

e There are no units for pH or for hematocrit when reported as decimal fraction.

e There is no unit selection for INR.

o **Denotes future cartridge development.

¢ Forintended use and complete product information, visit www.pointofcare.abbott.

¢ Not all products are available in all regions. Check with your local Abbott representative for

availability.
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TABLE: UNITSET Options, 07 thru 16, continued

Label 07 11:] 09 10 11 12

CK-MB ng/mL ng/mL | ng/mL | ng/mL | ng/mL ng/mL | ng/mL ng/mL | ng/mL | ng/mL
BNP pg/mL pg/mL | pg/mL | pg/mL | pg/mL pg/mL | pg/mL pg/mL | pg/mL | pg/mL
BhCG IU/L IU/L IU/L IU/L IU/L IU/L IU/L IU/L IU/L IU/L
hCG QUAL QUAL | QUAL | QUAL | QUAL QUAL | QUAL QUAL | QUAL | QUAL
TSH* mlU/L mlU/L | mlU/L | mlU/L | mIU/L mlU/L | mIU/L mlU/L | mIU/L | mIU/L
Notes:

There are no units for pH or for hematocrit when reported as decimal fraction.

There is no unit selection for INR.

**Denotes future cartridge development.

For intended use and complete product information, visit www.pointofcare.abbott.

Not all products are available in all regions. Check with your local Abbott representative for
availability.
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i-STAT 1 ANALYZER AND PHILIPS BAM CLEW PAGES: Standardization data. All non-
expired versions listed. The CLEW software has an expiration date. If an expired CLEW
remains in a customization profile, a warning will be displayed.

Note: Philips BAM CLEW is no longer active and does not apply to the i-STAT 1 system

i-STAT 1 SOFTWARE: Drop-down menu for JAMS functionality data. Users can remotely
request a JAMS update for an i-STAT 1 analyzer from i-STAT/DE. See the "Network Options
for Updating the i-STAT 1 Handheld" Technical Bulletin, located on the
www.pointofcare.abbott website.

PREFERENCES PAGE: Options and default settings are listed under six headings:
Instrument, ID Entry, Test, Cartridge QC, Results, and Analyte Enable.

STATNOTES PAGE: Feature allows users to customize the Chart Page on their i-STAT 1
Analyzers in order to capture user-defined information such as ventilator settings. See
Section 3.6 STATNotes for full details and contact your local APOC representative for
information on activating and implementing this feature.

Default Setting: Chart0

Use eVAS: This Feature can automatically determine if the results of a liquid QC test run on
an i-STAT cartridge are within APOC's published quality control ranges. See the "Liquid
Quality Control Pass/Fail Customization on the i-STAT 1 Handheld" Technical Bulletin,
located at www.pointofcare.abbott for full details.

Default Setting: Not enabled

Note: The current eVAS File uploaded to i-STAT/DE is displayed for all facilities that utilize
i-STAT/DE and utilized when enabled by each facility individually.

USE OPERATOR LIST: 4200 operator IDs can be stored in the analyzer along with
certification start and end dates for cartridge testing. Operator lists are created in the
Operator Management area of the data management software. This check box cannot be
enabled if the Operator List is empty in the Operator Management Area of the data
management software for all Departments (other than the one labeled "Unassigned").

Default Setting: Not enabled

USE PATIENT LIST: 6000 patient IDs can be stored in the analyzer. The maximum number
of active patients permitted on the i-STAT 1 patient list is 6000 per facility. See Sections 1.3
Positive Patient ID (PPID) Feature Implementation and 3.7 Positive Patient Identification
(PPID) Customization in this user guide or the "Positive Patient Identification (PPID) on the
i-STAT 1 Handheld" Technical Bulletin, located at www.pointofcare.abbott for full details.

Default Setting: Not Enabled
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Preferences Page: Instrument Tab for Instrument Options

PASSWORD: Password to access Set Clock, the Change function in Customization, and
Utility under the Administration Menu. Password protection for the Set Clock function can be
enabled or disabled. See below.

Number of Digits: 0 to 5

Default Setting: No Password

Note: Abbott Point of Care Inc. recommends changing the default password setting.
DATE FORMAT: For Clock Set function only.

Options: mm/dd/yy or dd/mm/yy

Default Setting; mm/dd/yy

INACTIVITY TIMEOUT: Number of seconds after a result is displayed and no operator
intervention that an analyzer will turn off. Enabling of Auto Chart presentation and/or
mandatory items will override the inactivity timeout to 15 minutes.

Analyzer allowable range: 45 to 1620 seconds
Data Entry Field range: 1 to 65535
Default Setting: 120

SOUND: If enabled, the analyzer will emit a beep after each successful key press, when
results are ready or when a Quality Check message is displayed. If Sound is disabled, the
analyzer will only beep after a successful barcode entry.

Default Setting: Beep enabled

ENABLE WIRELESS COMMUNICATION: Enable the wireless functionality in an i-STAT 1
Wireless analyzer. See the following technical bulletins, located at www.pointofcare.abbott,
for more information: "Configuring Wireless Settings in an i-STAT 1 Wireless Analyzer" and
"Procedure for Using the i-STAT 1 Wireless Analyzer".

Default Setting: Not enabled

NOTE: The i-STAT 1 Wireless analyzer is currently available in the US and Canada.
Limited availability internationally, please contact your local APOC representative for
availability in your country/region.

AUTO TRANSMIT: Analyzer transmits results when placed in Downloader or
Downloader/Recharger. When an i-STAT 1 analyzer is powered off and placed in the
Downloader or Downloader/Recharger it will power on and automatically transmit unsent
results. An i-STAT 1 Wireless analyzer when configured for wireless will attempt three times
to transmit wirelessly prior to transmitting via the Downloader or Downloader/Recharger.

Default: Enabled
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MEMORY FULL ACTION: Memory Full refers to when the unsent records as recorded on
the ‘Analyzer Status’ screen reaches 1000. Uploading does not erase the data from the
analyzer's memory.

Options are:
Not enabled: overwrite the oldest record without warning.

Enabled: Warn user (start-up warning) or Lockout (testing disabled until upload
occurs).

Default: Not Enabled
BATCH MODE TIMEOUT: Not active at this time.
Default: Not enabled
DISPLAY PASSWORD FOR CLOCK PAGE:
Default: Enabled

SYNCHRONIZE CLOCK TO CDS: Will synchronize or update the real-time clock in the
i-STAT 1 analyzer to the server/workstation clock at the time of each download. This
eliminates the need to reset the analyzer's clock at the beginning and end of Daylight
Savings Time.

Default: Not enabled

Note: This feature does not support customer systems that have facilities in multiple time
zones. Facilities in the time zone of the server/workstation may utilize the feature, while
facilities outside of the time zone may require the analyzers to have their time manually
set in the analyzer.

APPLY OPERATOR LIST TO VIEWING STORED PATIENT RECORDS: Requires operator
to enter their operator ID number to access stored patient results on the i-STAT 1 analyzer.

Default: Not enabled

LIMIT NUMBER OF RECORDS IN TRANSMIT ALL: Allows the user to apply a date range
limit to the Transmit All function in the i-STAT 1 analyzer. If not limited, the Transmit All
function sends all stored results.

Data Entry Field Range (in Days): 1 to 65535
Default Setting: Disabled

UPLOAD SCHEDULE: Options are Off, or every X hours, where X can be 1 to 65535 hours.
If enabled, the behavior of the analyzer if the schedule is not met can be specified. If no
upload schedule is specified and the Memory Full warning is ignored and Auto-transmit
disabled, data will eventually be overwritten. However, if an analyzer has not been used and
the upload interval is exceeded, this analyzer will be inoperable if the lockout option is used.

Options are: Warn User (start-up warning message) or Lockout (testing disabled until
upload occurs)

Default Setting: Off, no warning or lockout.
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Preferences Page: ID Entry Tab for Operator and Patient ID Options

For fields, other than Operator and Patient ID, only the default setting for the barcode type can
be scanned. These are Code 12 of 5 with USS Check Digit and Code 39 Full ASCII with Check
Digit.
OPERATOR ID: Minimum and maximum allowed operator ID length (scanned or manually
entered). If operator IDs are a fixed length, the min. and max. settings should both be equal
to the ID length.

Default Setting: Min = 0 Max = 15

REPEAT MANUAL/SCANNED ID ENTRY: Operator must enter ID twice. Analyzer prompts
operator to start again if IDs do not match. This option can be set for manual and/or scanned
ID Entry.

Default Setting: Enabled: Repeat Required

INCLUDE ID ON PRINTOUT: Enables/Disables printing of operator IDs on printouts from the
Martel or i-STAT printer. Disabling the printing of operator IDs can prevent uncertified

operators from learning the IDs of certified operators.

Default Setting: Enabled
BARCODE OPTIONS: The type of barcodes used for Operator ID and Patient ID.
The i-STAT 1 analyzer recognizes one-dimensional barcodes.

Default Settings: All Barcode Types Enabled

Note: Barcode Label Quality

To ensure that printed barcode labels are reliably read by i-STAT analyzers, the best
available printing methods and settings should be used. However, as specified in the
Health Industry Bar Code (HIBC) Provider Applications Standard (ANSI/HIBC 1.3-2010),
the quality of printed labels should meet the minimum grade level of 1.5.

To Select the Barcode Type:

1. Click on box to enable or disable the barcode type that the i-STAT 1 analyzer may
scan (Figure 3.3.1).

Barcode Opticns Manual Entry Check Digit

120f5 | Mo Check Digt Truncate Digits ® None

(A code 128 Frst [0 | Last[0 ] 138N Mod 11 Check
Codabar ) IBM Mod 10 Check
Code 93

Code 39 ¥ Check Digit | FUl ASCI W

EANS, EAN 13

(Figure 3.3.1)
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For details on barcode types, see barcode options table below:

Barcode Type Barcode Options and Default Setting

Options: No Check Digit, USS Check Digit, OPCC Check Digit
Default Setting: USS Check Digit

12 of 5

Barcode type Code 128 will support USS 128 and UCC/EAN 128, but
Code 128 not ISBT 128

Default Setting: Enabled

Codabar Default Setting: Enabled
Code 93 Default Setting: Enabled
Code 39 Options: Check Digit or No Check Digit; Full ASCII or Alphanumeric

Default Setting: Enabled Check Digit; Full ASCII

EANS8, EAN13 | Default Setting: Enabled

The analyzer will accept up to 15 characters for operator and patient IDs.
User can select how to truncate digits from a scanned operator and/or
patient ID:

First: enter number of leading characters to be stripped from the barcode.
Last: enter number of trailing characters to be stripped from the barcode
Truncate

Digits Options: First, Last

Default Setting: No Truncation

Data Entry Field Range(s) in digits: 0 to 255

Note: There is no current option to truncate digits in the middle of the
barcode string.

2. Click Okay to Save or Cancel to cancel.
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MANUAL ENTRY CHECK DIGIT: A Check Digit is a decimal (or alphanumeric) digit
added to a number for the purpose of detecting typical data entry errors. If a facility makes
use of a supported Check Digit algorithm when creating Operator or Patient IDs, the
i-STAT 1 analyzer can verify the entered ID format by calculating the check digit and
comparing it to the entered ID number. If the Check Digits don’t match, the ID is rejected.

For more information on manual entry check digit see, Section 3.5 Minimizing ID Entry
Errors with the i-STAT 1 Analyzer Customization Features

Options: None, ISBN Modulus 11 Check, and IBM Modulus 10 Check.
Default: None

Note: The i-STAT System supports the Mod 10 and Mod 11 check digit algorithms
described in the HL7 Table 0061 (Check Digit Scheme) in the HL7 Specification (Rev 1.4).
Please contact your LIS/HIS or IT departments to help determine if your facility uses
Check Digits in the creation of operator and/or patient ID numbers, and if so, what
algorithm is used.

INVALID OPERATOR: This option should not be enabled if the Use Operator List option is
disabled. Behavior of analyzer when Operator ID not in stored list or certification date
expired.

Options are: Not enabled (continue without warning), Warn User (prompt to continue), and
Lockout (block testing until a valid Operator ID is scanned/entered).

Default: Not enabled (continue without warning)

EXPIRATION NOTIFICATION: Allows a System Administrator to define a time period
(1 to 255 days) in which the operator will be notified by a message on the i-STAT 1 analyzer
display of their competency expiration date.

See the Technical Bulletin "Operator Competency Notification on the i-STAT 1 Handheld" for
full details.

PATIENT ID: Minimum and maximum allowed patient ID length (scanned or manually
entered). If patient IDs are a fixed length, the min. and max. settings should both be equal to
the ID length.

Default Setting: Min =0 Max = 15

REPEAT MANUAL/SCANNED ID ENTRY: Operator must enter patient ID twice. Analyzer
prompts operator to start again if IDs do not match. This option can be set for manual and/or
scanned ID Entry.

Default Setting: Repeat ID enabled

PATIENT ID RECALL: Operator can recall last patient ID when analyzer prompts for Patient
ID. The most recent patient ID is recalled by pressing the — key.

Default Setting: Enabled
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BARCODE OPTIONS: The type of barcodes used for Operator ID (see table Barcode
Options). The i-STAT 1 analyzer recognizes one-dimensional barcodes.

Default Settings: All Barcode Types Enabled

MANUAL ENTRY CHECK DIGIT: For more information on manual entry check digit see,
Section 3.5 Minimizing ID Entry Errors with the i-STAT 1 Analyzer Customization Features

Options: None, ISBN Modulus 11 Check, and IBM Modulus 10 Check.
Default: None

POSITIVE PATIENT ID: The i-STAT 1 PPID feature maintains one active patient list per
facility, ensuring patients are recognized wherever they are located in the facility. This active
patient list is obtained from the facility ADT database by the data manager. The maximum
number of active patients permitted on the i-STAT 1 patient list is 6000 per facility.

See Section 3.7 Positive Patient Identification (PPID) Customization for more information on
Positive Patient Identification (PPID) Customization or the Technical Bulletin "Positive Patient
Identification (PPID) Customization on the i-STAT 1 Handheld", located at
www.pointofcare.abbott for full details.
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Preferences Page: Test Tab for Test Options

AUTO-CHART PRESENTATION: If any information on the Chart Page is mandatory for the
site, Auto-Chart Presentation is recommended. When this option is enabled it automatically
will display the Chart Page for 15 minutes to provide time for mandatory items to be handled
by the operator. Those 15 minutes supersede the inactivity timeout setting and may result in
delayed transmission of results if the analyzer is left unattended and mandatory items are not
addressed by the operator.

This option should not be enabled if there are no mandatory items. Enabling the “Auto-Chart
Presentation” when no mandatory items are selected will result in the analyzer displaying a
blank Chart Page for 15 minutes before powering off, delaying transmission of results if the
analyzer is left unattended.

Options: Enabled (the Chart Page will be displayed automatically), Not Enabled (The
operator must press the — key to display the Chart Page).

Default: Not Enabled
CARTRIDGE PATIENT TEST:

The behavior for the following features is set by the analyzer firmware and no longer requires
customization:

¢ Require Information before Running Cartridge
e Enter Lot Number
e Scan Cartridge Barcode

These two options were instituted for the release of the RIBS data integration feature. Please
see the "The RIBS (Results Integration at the Bedside) Feature for the i-STAT System"
Technical Bulletin for full details.

¢ Third Party Result Output
e Require analyzer to be in Downloader

Default Setting: Not Enabled

NOTE: These options SHOULD NOT be activated by users until the data integration process
is complete, as misconfiguring your analyzers using these features can cause testing to be
disabled.

PATIENT TEST COMMENT CODE: A comment code of up to three characters is allowed.
Care should be taken to select combinations that make sense. In the case of a missed
required Comment Code, the results will be stored and “_ __” will be entered as the
Comment Code.

Options are: No prompt or Prompt

* Prompt for Comment Code, All Results in Range (action range).

* Prompt for Comment Code, Any Result out of Range (action range).
Comment Code can be optional (Allow no Comment) or mandatory (Require Comment).
Default Setting: No prompt

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020 57



SAMPLE TYPES FOR CARTRIDGE: Drop down menus for each sample type allow the six
sample types to be re-ordered or changed. Up to 4 user-definable characters are allowed for
each sample type. To select from the options, click on the down arrow.

The sample type is stored with the test record and is included on the printout from the
i-STAT 1 printer and in the record in the Data Management Software. See Technical Bulletin
“Sample Type Customization on the i-STAT 1 Analyzer” located at www.pointofcare.abbott
for full details.

Options: ART, VEN, MIX, CAP, CORD
Data Entry Field Limit: 4 characters

Note: For a sample type of Other, the following abbreviation may be used: OTHR

CHART PAGE: Any item on the Chart Page can be deleted by clicking off the check mark in
the Display column or be made mandatory by clicking a check mark in the Mandatory
column. If any item is set as mandatory, the Chart Page will be displayed automatically after
the Patient ID is entered.

The following Field items are available in the CHART Page:

Sample Type

Free Field 1

Free Field 2

Free Field 3

Patient Temperature
Fl102

CPB

Note: Free Field items are not able to be renamed and will have a character limit of nine.

The items on the Chart page can also be rearranged by setting the number in the order
column. ltems may be marked as mandatory by selecting the box pertaining to the item in the
mandatory column.

Default Setting: All items set to not mandatory
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Preferences Page: Cartridge QC Tab - Electronic QC Settings

Electronic QC Settings Tab: For the quality control of i-STAT analyzers, Abbott Point of
Care recommends the use of the Electronic Simulator. i-STAT’s recommendation for the
frequency of the Electronic Simulator is once every 24 hours. More frequent use or use
according to number of patient tests may be required by accreditation and regulatory bodies.

EXTERNAL SIMULATOR SCHEDULE: The behavior of the analyzer if the schedule is
not met can also be specified: Warn or Lockout (testing disabled until Simulator used).

Options:
e Off (No Prompt)

e Every X hours
e Every X Patient Tests

(Where X is a number within the data entry field limits)

Data Entry Filed Limits: Hours: 1-65535, Patient Tests: 1-65535
Scheduled Options: Enabled, Disabled; Lockout, Warn

Default Settings: Off (No Prompt)

INTERNAL SIMULATOR SCHEDULE: Time interval when the internal Electronic
Simulator test will be run. The behavior of the analyzer if the simulator test fails can also
be specified. If the Schedule Option Lockout is selected, the analyzer will continue to
perform the simulator test and will continue to display “FAIL” on subsequent cartridges
until the test passes. If Lockout is not selected, the simulator test will not be initiated again
until next scheduled time.

Options: Off, 8/24 (every 8 hours for blood gases, coagulation, hematocrit and
immunoassays, and every 24 hours for other tests), Every X hours, Every X Patient
Tests (Where X is a number within the data entry field limits).

Data Entry Filed Limits: Hours: 1 to 65535, Patient Tests: 1 to 65535
Scheduled Options: Enabled, Disabled; Lockout, Warn
Default Settings: Interval 24 hours, Lockout
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Preferences Page: Cartridge QC Tab — Liquid QC Settings

Liquid QC Settings Tab: See the Technical Bulletins “Liquid Quality Control Schedule and
Lockout Customization on the i-STAT 1 Handheld” and “Liquid Quality Control Pass/Fail
Customization on the i-STAT 1 Handheld”, located at www.pointofcare.abbott for full details.

CONTROL PASS/FAIL DETERMINATION: Describes the way in which the System
Administrator will determine the acceptability of liquid QC results.

Options:
¢ None: Disables the QC Pass/Fail and QC Schedule feature.

¢ Automatic via EVAS: Choosing this option indicates that the analyzer will
automatically determine whether the liquid QC run passed or failed, based upon
QC ranges contained on an electronic Value Assignment Sheet (eVAS) file
downloaded into the i-STAT 1 analyzer.

e Manual: The user will manually compare the liquid QC results to a Value
Assignment Sheet downloaded or printed from the Abbott Point of Care (APOC)
website at www.pointofcare.abbott and indicate on the analyzer whether the QC
run passed or failed.

CONTROL TEST SETTINGS: If the System Administrator wants users to enter a Comment
Code when liquid QC results are in-range, out-of-range, or under both situations, they would
check the appropriate box and then use the drop-down menu to select whether entering the
comment code is optional (Allow no comment) or Required (Require Comment). Comment
Code options can only be selected if one of the Control Pass/Fail Determination methods has
been selected.

Default Setting: Disabled

CONTROL RESULTS DISPLAY FORMAT: The “Suppressed” option should only be chosen
if “Automatic via EVAS” is chosen for the liquid QC Pass/Fail Determination.

Options:
e Numeric: liquid QC results are displayed in numeric format.

o Suppressed: the following symbol “<>" is displayed next to each liquid QC test
name in place of the quantitative (numeric) results.

Default Setting: Numeric
APOC FLUID LOT ENTRY METHOD:
Options:

e Scan or Enter: allows the user the option of manually entering the liquid QC lot
information into the analyzer or scanning it from the barcode on the quality
control vial being tested.

e Scan only: the fluid lot information must be entered by scanning the barcode on
the vial being tested.

Default Setting: Scan or Enter
SCHEDULE STATUS: Displays the status of previously defined Liquid QC Schedules
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Preferences Page: Cartridge QC Tab — Liquid QC Schedule (1,2 or 3)

Liquid QC Schedule (1,2 or 3) Tab: See the Technical Bulletins “Liquid Quality Control Schedule
and Lockout Customization on the i-STAT 1 Handheld”, located at www.pointofcare.abbott for
full details. The tabs will be grayed out unless “Auto via eVAS" or “Manual’ is selected in the
Liquid QC Settings Tab under CONTROL PASS/FAIL DETERMINATION.

QC FREQUENCY: Describes the frequency at which the System Administrator wants the
liquid QC run under this schedule.

Options:
o Off: Disables the selected QC Schedule
e Daily
o Weekly: A particular day of the week (e.g., every Monday)
¢ Monthly: A particular day of the month (e.g., the second Tuesday of the month)

Default Setting: Off

QC TIME: The QC Time sets the time when the QC Cycles (a test run in the Control pathway
consisting of a QC cartridge and a corresponding QC fluid) will begin to count toward
satisfying the QC test profiles, i.e., when QC will become “due to start”.

The Grace Period is the period of time, starting from the Due Time, during which the QC test
profile must be completed before the corresponding cartridge set is locked out.

A QC Time can only be chosen if QC Frequency has been activated. Use the 24-hour clock
designation to indicate the time when QC is due. For example, if QC will be due at 2 pm,
enter 14:00 for the time.

Enter the Grace Period in hours: The minimum Grace Period is one hour for any schedule
type.

e Up to 23 hours for daily schedules
e Up to 167 hours for weekly schedules, and
o Up to 255 hours for monthly schedules.

Default Setting: Disabled
APPLY QC SCHEDULE TO: The months of the year to which this schedule will apply.
Options:

e All months
e Selected Months: Check the box next to the months to which this schedule will
apply.
Default Settings: All months
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CARTRIDGE QC PROFILE: A Cartridge QC Profile can only be edited or created if QC
Frequency has been activated. The System Administrator then associates the defined
cartridge set with up to six (6) specific QC fluids.

The System Administrator defines a QC cartridge set consisting of:

A QC cartridge type (i.e., the cartridge type to be tested with specified liquid QC fluids during
the QC procedure), as well as any number of dependent cartridge types (i.e., associated
cartridge types that will be enabled by the analyzer if the QC requirements for a given
cartridge set are met on that analyzer).

Default Setting: Disabled
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Preferences Page: Result Tab for Results Reporting Options

IMPORTANT NOTE: For i-STAT CG4+ Cartridges (P/N 03P85-51), incorrect customization
of the Reference and Action range for pH, PO2, or PCO2 will result in a display message,
“Invalid Cart, See Admin” and inability to obtain test results when scanning the cartridge
pouch barcode for i-STAT CG4+ Cartridges (P/N 03P85-51). See Section 3.14 Customizing
Reference and Action Ranges for full details.

REFERENCE RANGES: Reference ranges can be defined for each test. The ranges will be
depicted as tic marks on the bar graphs on the result pages of the analyzer. There are no bar
graphs for blood gas, coagulation, and immunoassay tests.

Ranges will be displayed on the Customization screen of the analyzer under the
Administration Menu. Only one range is allowed for each test in a particular analyzer.
However, different customization profiles can be set up in specific analyzers used for specific
patient populations. Care should be taken to enter the same units as selected in the
UNITSET Window.

Default Settings: Ranges are listed in the i-STAT Cartridge Instructions for Use (IFU) or
Cartridge and Test Information (CTI) sheets .

ACTION RANGES: High and low action ranges can be defined for each test. Care should be
taken to enter Action Ranges within the reportable ranges of the tests. Care should be taken
to enter the same units as selected in the UNITSET Window.

Default Settings: Disabled, (-99999.9 to 99999.9)

NOTE: Action Ranges customized by the System Administrator may require adjustments to obtain the
action range needed for generating the expected alert on the i-STAT 1 analyzer. See the table below
for General Guidance for Rounding Numbers. The i-STAT analyzer JAMS software displays a rounded
number based off of floating-point calculations that may result in result not being flagged by the action
range limits set within the customization workspace. The System Administrator may adjust the general
rounding guidance to meet their facility needs.

Table. General Guidance for Critical/Action Range Decimal for Rounding Numbers

(Note: Target Lower Limit and Target Upper Limit are specified with the same number of
decimal places with which the analyte result is displayed on the i-STAT 1 analyzer)

< >

Number of < >
decimal places (less than (greater than
in analyte result (less than) (greater than) or equal to) or equal to)

0
(i.e., a whole #)

Target Lower Limit
-05

Target Upper Limit
+0.499

Target Lower Limit
+0.5

Target Upper Limit
—-0.501

1

Target Lower Limit

Target Upper Limit

Target Lower Limit

Target Upper Limit

-0.05 + 0.0499 +0.05 —0.0501

2 Target Lower Limit Target Upper Limit Target Lower Limit Target Upper Limit
—0.005 + 0.00499 +0.005 —0.00501

8 Target Lower Limit Target Upper Limit Target Lower Limit Target Upper Limit

- 0.0005

+ 0.000499

+ 0.0005

—0.000501

NOTE: For Critical/Action Range limits of “greater than” and “greater than or equal to,” there are a small number of cases where a
result displayed on the analyzer will appear to be at or below the “Target Upper Limit” value but the out of range arrow may be
displayed. This possibility exists due to the range check being applied before rounding of the result for display.
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CUSTOM REPORTABLE RANGES: High and low custom Reportable Ranges can be
defined for each analyte (except ACT). See Section 3.13 Custom Reportable Range Feature
for full details.

Default Settings: Disabled, (-99999.9 to 99999.9)

PRINT REFERENCE RANGES: Reference Ranges can be printed with results. Ranges will
print only if the record to be printed is stored with the active Preference set in the analyzer.
The active reference set in the analyzer is listed as “Custom” on the ‘Analyzer Status’ page
and the Preference set stored with the record is displayed on the Chart Page when the
record is recalled and is printed with the results.

Default Settings: Disabled

OPERATOR TEST SELECTION: This option facilitates compliance with Medicare/Medicaid
regulations in the USA. Requires the operator to select tests to be reported from a cartridge
test panel.

NOTE: When enabled and the operator does not select a test, no results will be displayed
with the analytes.

IMPORTANT NOTE: There is no ability to retrieve the results for tests that were not
selected within the i-STAT analyzer or within the data management software.

Default Setting: Disabled

ACT OPTIONS (i-STAT 1 Analyzer Only): Please see the Technical Bulletin "ACT Test
Result Calibration Options: PREWARMED vs. NON-PREWARMED Result Calibration Modes
for the i-STAT 1 Analyzer”, located at www.pointofcare.abbott for more details. The user can
select between the current 37 °C (PREWRM) result calibration and "NON-PREWARM"
(ambient temperature) result calibration for both Celite ACT and Kaolin ACT cartridges.

Default Setting: PREWRM for both cartridge types.

HEMATOCRIT OPTIONS: Analyzers can be customized by location. For more information
on Hematocrit and options please see the following Section of the i-STAT 1 System Manual
and Technical Bulletins, located at www.pointofcare.abbott:

o i-STAT 1 System Manual, “Section 20 Theory”

e i-STAT Technical Bulletins:
e “Hematocrit Determination in the i-STAT System”
o “K2EDTA and K3EDTA Customization for Hematocrit on the i-STAT System”
o “Proficiency Testing on the i-STAT System” (USA)

REFERENCE ANTICOAGULANT: Reference anticoagulant used to calculate hematocrit
result: K3EDTA or K2ZEDTA/Heparin/None (NaEDTA is included in this option and None
means no anticoagulant).

Default Setting: K3EDTA
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HCT, CPB ADJUSTMENT: Analyzers customized for "CPB: Always" should not be used
for reporting Proficiency Testing results

o Prompt: asks user whether to apply CPB compensation when cartridge includes
Hematocrit sensor.

e Never: CPB correction is never applied when running a cartridge with a hematocrit
sensor.

¢ Always: apply CPB correction every time it runs a cartridge with a hematocrit
sensor.

Default Setting: Prompt CPB
DECIMAL SEPARATOR: Select comma (,) or period (.)
Default Setting: Period

BASE EXCESS CALCULATION: Select Base Excess of Extracellular Fluid (BEecf) or
Base Excess of Blood (BEb). See i-STAT Cartridge IFU for PCO2 for formulas.

Default Setting: BEecf
i-STAT RESERVED (1 to 8): Not for general use.
Default Setting: 0
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Preferences Page: Analyte Enable Tab for Analyte Enable Options

NOTE: The global disabling of an analyte takes precedence over the same analyte enabled
on a Panel/Cartridge.

APPLY GLOBALLY: Test(s) can be disabled for all cartridge types. To enable/disable a
particular analyte on all cartridge types, simply check/uncheck the box next to the analyte
name in the Apply Globally section (Figure 3.3.2).

Default Setting: All tests enabled

APPLY BY PANEL.: Test(s) can be disabled for individual cartridge types. To
enable/disable a particular analyte on a specific cartridge type, make sure the analyte is
first checked under the Apply Globally section (Figure 3.3.2). Then click on the cartridge
type under the Apply by Panel section (Figure 3.3.2), and then check/uncheck the box
next to the analyte name.

Default Setting: All tests enabled for all cartridge types.

For more information, see Section 3.15 Customizing Analyte Enable Options in this user
guide.

Apply Glabally Apply by Panel
Analyte | Enabled m Analyte | Enabled
Na Na
K K
Glu
Het
Hb
iCa
pH
PCO2
POZ
HCO3
TCO2
BE

K& E R R R R R R R R

s02

ACT WBT
aPTT
PT+
INR+

PT

INR

cTnl
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BNP
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(Figure 3.3.2)
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3.4 Customization Profile Management

From the Customization Workspace Web page, you can perform tasks such as backing up,
restoring, and applying preferences to Profiles.

To Backup Profiles:

1.

Hover over the Profile link and select Backup Profile to create a backup of all profiles
(location-based and default) and STAT Notes.

The File Download dialog box displays. Click Save as to create a backup.
Select a location, enter a file name for the backup and select Save.
Click X when the download is complete.

To Restore Profiles:

1.

o &~ b

Hover over the Profile link and select Restore Profile to recover Preferences/STAT Notes
from a backup.

The File Upload dialog box displays.
Click Browse to select the Profile to be restored.
Click Open, then click Restore Profile.

The restore information window displays. Select Restore Settings/Restore STATNotes
Settings as appropriate.

6. Click OK to continue with restore and click OK to the message from web page.

7. Restore STATNotes Settings is unchecked by default.

Note:

Restoring the STATNotes settings will COMPLETELY REPLACE ALL EXISTING
STATNotes SETTINGS. After doing so, the default profile will show the restored chart

page set name and all location-based settings that do not use the default profile will show
CHARTO.

Due to the severity of this action, a backup of the existing profile is created in the
ProfileBackup or DEAUTOBACKUP folder prior to restoring the chart page settings. This
file is never overwritten.

e For customers that upgrade with 32-bit or 64-bit Windows:
C:\Istat32\ProfileBackup or CADEAUTOBACKUP

e For new installations and upgrades that updated the folder location:
o 64-bit and 32-bit Windows - C:\DEAUTOBACKUP
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To Apply Preferences:

In the Apply Preferences page (Figure 3.4.1), previously created Preferences can be applied to
the Default profile or to selected location-based profiles.

Apply Preferences to:

View Preferences I

& Default customization profile

" Selected location-based customization profiles

oK |
Available Preferences
Name |Description Select Apply|Location Updates Enabled|Uses Default Profile Preferences
i | DEFAULTO Select [~ [DT Cath Lab - V 174240H3
17502LGE Select [~ |oTicu i P 174240H3
17502BBH Select [~ |DT imaging - F 174240H3
178027G7 Select — [DTNCU m " 174240H3
17424K1J Select [ |DT Radiology r E 17424043
URER Select — |bTsicu B F 174240H3
. Select [ |DT Triage B r 175027G7
17419C2G
Select | T~ |DT_LaborDeliery = = 17502LGE
174198HZ Select
 [pTEP B P 174240H3
r [DTER B B 174240H3
[ |DT.ICUEast B F 174240H3
[ [DTICUWest B W 174240H3
[ [Keiths Pod F B 17424K14

Preferences can be applied to either the default profile or to selected location-based profiles.

(Figure 3.4.1)

To Apply Preferences to Default Customization Profile:

1. Hover over the Preferences link and select Apply Preferences from the dropdown. The
Apply Preferences web page displays.

2. Select Apply Preferences to Default customization profile.

3. From the Available Preference list, in the row for the desired Preference set, click

Select.

4. On the left side of the customization page click OK.

5. A confirmation message displays asking if you want to change the Preference set(s). Click

OK to proceed.

6. Click OK to the message regarding Preference update successful.

7. The Main Customization web page opens, and you can view the selected Preference set
applied to all the locations that use Default customization profile.

i-STAT/DE v2.10 — User Guide

Art: 754472-00 Rev. G

Rev. Date: 24-SEP-2020

68



To Apply Preferences to Selected Location-based Customization Profiles:

1.

Hover over the Preferences link and select Apply Preferences from the dropdown. The
Apply Preferences web page displays.

2. Select Apply Preferences to Selected location-based customization profiles

3. From the list of Available Preferences, in the row for the desired Preference set, click

Select.

Check the Apply box(es) next to the Location column in the location(s) where you want to
apply the desired Preference set.

5. On the left side of the customization page click OK.

6. A confirmation message displays asking if you want to change the Preference set(s). Click

OK to proceed.

7. Click OK.
8. The Main Customization web page opens, and you can view the selected Preference set

applied to the selected locations.

Modifying Preferences

To modify Preferences, on the Customization Workspace web page, first click on a specific
preference, either under Default customization profile on the left side of the web page, or in
the Preferences column of the Location-based customization profiles grid. When modifying
a preference, the settings are organized into a set of tabs which are selected by clicking on a
tab’s title. For details on these settings, see the Section 3 Customization Workspace.
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3.5 Minimizing ID Entry Errors with i-STAT 1 Analyzer Customization
Features

This section describes eight i-STAT 1 analyzer Customization features that can help minimize
Patient and Operator ID entry errors. Except for Operator List and Patient List, all ID Entry
Customization features described below are available using the i-STAT 1 analyzer keypad
customization. Operator and Patient List features are available within the i-STAT/DE
Customization Workspace.

1. Barcode Scanning - Instead of users entering Operator and Patient IDs manually
using the analyzer keypad, the i-STAT 1 analyzer also accepts scanned Operator and
Patient ID information from six (6) valid barcode formats and provides the following
benefits:

e Using barcodes is the single most effective method of eliminating ID entry errors in
the i-STAT System.

¢ |t eliminates manual entry related errors (i.e., transposed numbers, repeated
numbers, etc...).

e It provides faster ID entry.

e Customizing an analyzer to only accept a specific barcode type helps prevent users
from scanning the wrong barcode type for Patient and/or Operator ID entry.

2. Use Patient List — See Section 3.7 Positive Patient Identification (PPID) Customization)
or the "Positive Patient Identification (PPID) on the i-STAT 1 Handheld" Technical
Bulletin, located at www.pointofcare.abbott for full details.

3. Use an Operator List - Using an Operator List allows the Administrator to maintain a list
of up to 4000 operators. Each operator in the list can be certified for i-STAT testing for a
set time period, defined by the Administrator. Once the operator list is created, it is then
uploaded to each analyzer.

This feature prevents uncertified or untrained operators from running tests. If the
Operator List does NOT contain the ID entered by the user or if the operator is not
certified, the user can be warned or locked-out from running a test.

This feature also requires the use of data management software, as the operator
management is done through the data management software. i-STAT/DE provides view
only access to the Operator and Patient lists through the i-STAT/DE System Status and
Configuration webpage.

4. Exclude Operator IDs from Analyzer Printout - Enabling this feature will exclude the
operator ID from all analyzer printouts. Disabling the printing of operator IDs can help
prevent uncertified operators from learning the IDs of certified operators and using those
ID numbers for analyzer testing.
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5. Set Max/Min ID Length - The i-STAT System provides the ability for the POCC to set
minimum and maximum ID lengths. Once the Administrator defines the minimum and
maximum limits through customization, the analyzer will then only accept ID numbers
that contain the specified number of digits. This has the following benefits:

e It forces users to enter a specific ID length.

e |t does NOT allow blank ID numbers when Minimum Length is set to one (1) or
greater.

o It helps prevent the user from making ID entry errors such as missing digits or
repeating digits.

6. Set Manual Entry Check Digits - A Check Digit is a decimal (or alphanumeric) digit
added to a number for the purpose of detecting typical data entry errors. If a facility
makes use of a supported Check Digit algorithm when creating Operator or Patient IDs,
the i-STAT 1 analyzer can verify the entered ID format by calculating the check digit and
comparing it to the entered ID number. If the Check Digits don’t match, the ID is
rejected.

It helps prevent users from making the following ID entry errors:
* Interchanging adjacent digits (i.e., 67 becomes 76)
* Doubling the wrong digit (i.e., 445 becomes 455)
« Thinking an 8 is a 0 when reading a number from a wristband
* Omitting or adding a digit

Note: The i-STAT System supports the Mod 10 and Mod 11 check digit algorithms
described in the HL7 Table 0061 (Check Digit Scheme) in the HL7 Specification

(Rev 1.4). Please contact your LIS/HIS or IT departments to help determine if your
facility uses Check Digits in the creation of operator and/or patient ID numbers, and if so,
what algorithm is used.

7. Manual Repeat ID Entry - This feature forces a user to manually enter an ID number
twice. If the two entries are not identical, the ID will not be accepted and the user must
start again. The number of IDs to be corrected/edited by the Administrator in the Data
Management system should theoretically decrease, as a user is less likely to type an ID
number wrong twice.

8. Scanned Repeat ID Entry - This feature forces an i-STAT 1 analyzer user to scan an ID
barcode number twice. If the two entries are not identical, the ID will not be accepted
and the user must start again. The number of IDs to be corrected/edited by the POCC in
the Data Management system should theoretically decrease, as a user is less likely to
consecutively scan an ID number wrong twice.
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3.6 STATNotes

STATNotes, a feature available with the i-STAT 1 analyzer, allows a user to record relevant
patient information at the time of a patient test. STATNotes allows data to be captured on the i-
STAT analyzer during the testing sequence with data transmitted to the patient chart. Through
use of a series of prompts, users may enter data in order to record additional information such
as

Respiratory parameters,

Physician identification number,

Secondary patient identificaiton number,
Result Accept/Reject,

Physician notification,

Competency Assessment management, etc.

STATNotes is configured with the customization workspace. The i-STAT 1 analyzer can be
customized to present a STAT Notes page providing Data Entry items and Selection List items.
Data Entry items allow a user to scan data or to enter alphanumeric data using the analyzer
keypad. Selection List items allow a user to select from a customizable list of choices.

STATNotes pages can be assigned for presentation when a particular cartridge is run on a
location-specific basis, to provide flexibility in meeting each department’s needs for data
collection.

Contact your local representative to discuss the benefits of enabling STATNotes.

STATNotes Overview

This section describes how STATNotes may be customized to suit various data recording needs
by providing customizable Data Entry items and Selection List items.

o Data Entry items allow a user to scan or enter alphanumeric data using the analyzer
keypad.

e Selection List items allow a user to select from a customized list of choices.

o Customized STATNotes may be created on a location-specific basis and on a cartridge-
specific basis within each location to provide additional convenience.

The following table provides a list of STATNotes Components and their description:

Component Description

Base Page This is the initial page that the user will see when they press the page
button from the results screen. A base page is assigned to each
location and then each cartridge type.

Base Page Item Defines a specific entry on the Base Page. These items are added to
Base Pages to create a specific Base Page configuration.

DelSys This is a special item that can appear on the Base Page which provides
a selection list for parameter items pertaining to the Delivery System
(DelSys) used at the facility.

i-STAT/DE v2.10 — User Guide Art: 754472-00 Rev. G Rev. Date: 24-SEP-2020 72



Component Description

Parameter Page | These pages hold the parameter items. Base Page items should not
appear as parameter items.

Mode Selection This is the special Parameter Page that holds a single item: the MODE
Page Parameter ltem.

Parameter Page | Defines a specific entry on the parameter page.
Item

MODE This is a special Parameter Page item that appears on the Mode

Selection Page and is a selection list that opens to a mode specific
Parameter Pages.

The following figures, illustrate the use of STATNotes:

Figure 1 shows the analyzer Chart Page and Figure 2 shows an example of a Chart Page
customized for STAT Notes to include one Data Entry item (PtTemp) and five Selection List
items (CPB, Sample Type, Site, Allen’s Test, and DelSys).

Pt:4E5219 Pt:4E5219

Scan or Enter Data Scan or Enter Data
[Sample Type | [FtTemp ]
Field 1  _________ CPE Yes
Field 2 _________ Sample Type

Field 3 _________ Site

PtTemp _____ Allen’s Test

FIOZ _— DelSys

CFE Ho

1-ART 4-CAF
2-UEH S—-CORD
I-MHUM  &-0THR

= Fage = Fage
Results Ready Results Ready
Figure 1 Figure 2
i-STAT 1 Analyzer Custom Chart Page
Chart Page Example
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Figure 3 shows the custom Chart Page with the first three Chart Page items completed and the
Site Selection List item highlighted. Pressing the Menu key displays the available choices for
Draw Site (Figure 4). Pressing the number key of the desired Draw Site will complete the
selection list entry (Figure 5).

PLi455219 Fti4e5219

Site

B-HMo Selection Choices! Press MEMU

Choices: Press MEHU

PtTemp 96.3°F _ . PtTemp 96.3F
CPE Ves é_E E:g;:: CPE Yes
Sample Type VEHN Sample Type VEN

. 3-R Brachial
Eite | raehia Site L Brachial

= .

Aller’s Test _L Brachial [Fllen’s Test |
5—-R Femoral

DelSys= 6L Femoral CelSys

7—Art Line
8-Umb Line
9-Heel Stick
= Page = Page
Results Ready Results Ready Results Ready
Figure 3 Figure 4 Figure 5

The selected Site
(L Brachial) appears
beside the Site prompt on
the Chart Page.

Pressing the 4 key selects
L Brachial as the Site and
returns the user to the
Chart Page.

Pressing Menu key
displays the Selection List
for the Site item.

STAT Notes customization also provides the ability to create unique respiratory parameter entry
pages that can appear depending on the selection of a Respiratory delivery system defined by
the DelSys Selection List item. Figure 6 shows the custom Chart Page with the DelSys
Selection List item highlighted. Pressing the Menu key displays the available choices for
Delivery System (Figure 7). Pressing the number key of the desired Delivery System will
display the appropriate Parameter Page (Figure 8).

PL4ESZ19 Pii4e5219

LelSys

B-Ho Selection Scan or Enter Data

Choicest Press MEMU

PLTemp 96.3°F . [IT |
1-Roon Air ===
CPB Yes ER
2-MNasal Can -
Sample Type LEH . 1t
: - 3-Bagging Ea—
Site L Brachial FIO?
Allen’s Test Pazs 4= NonRb Mask -
ERuentiMask

[pel=us - 6-Adult Vent

7=Infantllent
8-5SimpleMask

9-RAerosolMsk

= Page 4+ HMore = = Page
Results Ready Results Ready Results Ready

Figure 6 Figure 7 Figure 8

Parameter Page assigned
to VentiMask.

Pressing the 5 key selects
VentiMask as the Delivery
System and moves the user
to the Parameter Page

Pressing Menu key
displays the DelSys
Selection List.
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If desired, a Mode Selection List can also be assigned to a DelSys Selection List member in
order to choose ventilator modality. In this example, the Mode Selection List is assigned to Adult
Vent (Figures 9-10). A unique Parameter Page can be assigned to each Mode. Figure 11
shows the Parameter Page assigned to SIMV+PS.

Ptids5219
DelsSys Mode

B-No Selection B-HMNo Selection Scan or Enter Data
1—-Room Air 1-CHY Mode SIMU+PS
2-Masal Can 2-SIMU |PEEP |
3-Bagaing ERsInu+Ps T —_—
4—Nonkb Mask 4-CPAF FIOZ ——
S—UentiMask 5-BiPAP ET _—
ERAdult Vent Ut —_—
7-InfantlUent RR _—
8-SimpleMask

S-AerosolMsk

4= More w=p = Fage

Results Ready Cartridge Locked Results Ready

Figure 9
Selecting Adult Vent

displays the Mode
Selection Page

Figure 10 Figure 11

Mode selection determines
which Parameter Page
appears.

Parameter Page assigned
to Mode SIMV+PS

Once all Chart Page and Parameter Page items are entered and the results are ready, the
following screens can be viewed (Figure 12):

P:455219 Pt465219 Pt:4E65219 P+:455219
1341 130CT8S Ha mmal-L 163 - -
1-5THT EGr+ ———— Edit: Press ENT Edit: Press ENT
37.8°C 8. S PtTemp 96.39F Mode SIMU+PS
pH 7857 iCammall___8.75 CPB Yes FEEF 1@
PCOZ mmHs 12.7 [ | c le T LEN IT 29
POZ mmha 171 Het,CPE xPu <18 5;":'9" € UEE'BPachial F102 s
EES%‘;’;T,",'LL 22_3 % Allet’s Test  Pass ET 41
TCOZ mmaol-L 23 DelSys  Adult Vent Ut 818
s02% 1688 RE 13
QE.3°F
pH 7.85a
PCOZ mmig 12.8
P02 mmHs 154
= Page = Fage = Fage = Page

1-Test Options

Results Ready

Results Ready

Results Page 1 Results Page 2 Main Chart Page

Figure 12

Parameter Page

STAT Notes data may be edited after entry prior to performing another test, before transmission
of results, or before powering off the analyzer.
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Applying STATNotes

Prior to making any changes, please consult your local Abbott Point of Care Representative, as
changes may affect interfacing of test results.

To Apply STATNotes:

1. Click STATNotes -~ Apply STATNotes in the menu. The ‘Apply STATNotes’ web page will
then open.

Customization Workspace > Apply STATHotes

Apply STATHotes to:

- (®) Default customization profile
Wiew STATNotes

C‘ Selected location-based customization profiles

Available STATlotes
_ Hame Description Select Apply Location Updates Enabled Uses Default Profile STATHotes
m CHARTO ER 09217BZ6
09217AWDY ey 0921 7Dy
09217BZ6 Lab CHARTO
0921796U Select OR 09217960

Users may either Apply STATNotes to the Default customization profile or to Selected

location-based customization profiles by clicking the appropriate radio button.

a) To apply a particular STAT Notes to the default customization profile:

Click the Default customization profile radio button.

In the Available STATNotes section, click Select in the row containing the

STAT Notes you wish to apply.

If you wish to view the contents of the selected STAT Notes before applying it, click
View STATNotes.

Click OK.

A confirmation message will appear asking if you want to proceed in changing the
STATNotes. Click Yes to apply the STAT Notes.

b) To apply a particular STAT Notes to a location-based customization profile:

Click the Selected location-based customization profiles radio button.

In the Available STATNotes section, click Select in the row containing the

STAT Notes you wish to apply.

If you wish to view the contents of the selected STATNotes before applying it, click
View STATNotes.

Under the Apply column, check the box(es) next to the destination location(s)
where the STATNotes is to be applied.

Click OK.

A confirmation message will appear asking if you want to proceed in changing the
STATNotes. Click Yes to apply the STATNotes.
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Applying Existing STATNotes preferences
To apply to a different/new cartridge

Note: Any cartridge containing Hgb/HCT requires CPB as part of the Page contents for that
cartridge’s Base Page. If current STAT Notes is applied to a cartridges that have Hgb/HCT it can
be added to other cartridges that contain Hgb/HCT. If not, please contact Technical Services for
submission of an implementation assistance request.

1.
2.

Access the customization workspace.

Click the Default customization profile STATNotes preference or the location-based
STATNotes preference to access the Current STATNotes Configuration section.

In the Assign base pages to cartridges section, click on the down arrow next to the
cartridge type that needs to be updated and select the Base page.

Once the base page has been selected for the cartridge type, click OK to save changes
or Cancel.

Upon clicking on OK, a confirmation message will appear asking if you want to proceed
in changing the STATNotes. Click Yes to apply the STATNotes.

To apply another existing base page to a cartridge in the same location

1.
2.

Access the customization workspace.

Click the Default customization profile STATNotes preference or the location-based
STATNotes preference to access the Current STATNotes Configuration section.

In the Pick up to six base pages to be used section, click on the down arrow and add
additional base page(s) to be used.

Once the additional base page(s) have been added go to the Assign base pages to
cartridges section and click on the down arrow next to the cartridge type that needs to
be updated and select the Base page.

Once the base page has been selected for the cartridge type, click OK to save changes
or Cancel.

Upon clicking on OK, a confirmation message will appear asking if you want to proceed
in changing the STATNotes. Click Yes to apply the STATNotes.

Modifying STATNotes after Initial Build

Modification of STATNotes after has been built and implemented, may affect the LIS/EMR
interface. Please contact Technical Services for available options for assistance with
modification or for submission of an implementation assistance request.
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Deleting STATNotes
To Delete Unused STATNotes:

1. Click STATNotes — Delete STATNotes in the menu. The Delete STATNotes web
page will then open.

Customization Workspace > Delete STATHotes

Unused STATHotes
D Hame Description

O 0921 WDy

2. To delete selected unused STAT Notes:
¢ Check the box next to the Name(s) of the STATNotes you wish to delete.
» If you wish to view the contents of the selected STAT Notes before deleting it, click on
the STATNotes name.
e Click Delete.

* A confirmation message will appear asking if you want to want to delete the selected
STATNotes. Click Yes to delete the STAT Notes.

Editing STATNotes:

Changing STAT Notes can seriously affect the successful acceptance and processing of results
to and by the LIS interface, please consult with your local Abbott Point of Care Representative
prior to making any changes.

Restoring STATNotes:

Please consult with your local Abbott Point of Care Representative as restoring the STATNotes
settings will COMPLETELY REPLACE ALL EXISTING STATNotes SETTINGS!

After doing so, the default profile will show the restored chart page set name, and all
location-based settings that do not use the default profile will show CHARTO.

Due to the severity of this action, a backup of the existing profile is created in the ProfileBackup
or DEAUTOBACKUP folder prior to restoring the chart page settings. This file is never
overwritten.

e For customers that upgrade with 32-bit or 64-bit Windows:
C:\Istat32\ProfileBackup or CADEAUTOBACKUP

e For new installations and upgrades that updated the folder location:
o 64-bit and 32-bit Windows - C:\DEAUTOBACKUP
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STATNotes Precautions and Limitations

This section provides information pertaining to precautions and limitations of the STATNotes
feature.

PRECAUTIONS:

o If a page is needed that is very similar to an existing page, do not edit the existing page
and give it a new name. Create a new page from scratch.

e If an item is needed that is very similar to an existing item, do not edit the existing item
and give it a new name. Create a new item.

e ltems on a parameter page are only mandatory if all the items leading to it are
mandatory; i.e., the DelSys or DelSys+Mode items leading to the parameter page are
mandatory on their respective pages.

e Always exit the “Manage STATNotes Pages” portion of the customization workspace
page by returning to the main page of the customization workspace.

LIMITATIONS:
Parameter Items:
A maximum of 29 unique items can be created for building parameter pages.
e 26 of the 29 items can be Data Entry Items.

o 3 of the 29 items can be Selection List Items. One selection list is pre-defined
and cannot be deleted (Mode), so one can add only 2 more selection lists.

Parameter Pages:

e The length of the Prompt + the length of the Value + the length of the Separator
(1 space) can be up to 16 characters.

e There is 1 predefined parameter page (Mode - can’t be deleted).

o Each parameter page can contain up to 9 unique parameter items.

e Parameter pages cannot contain any item more than once.

e Each item in a parameter page can be set to mandatory or optional.

o A parameter page can be assigned to each Mode Selection List member.
Base Page Items:
A maximum of 20 unique items can be created for building Base Pages.

o Data Entry Items: 13 of the 20 items can be Data Entry Items.

e Selection List: 7 of the 20 items can be Selection List ltems.
Note:

1. 5 selection lists are pre-defined and cannot be deleted (Site, Sample Type,
Sample, DelSys and Allen’s Test). So, you can add only 2 more selection lists.

2. Each selection list may have a maximum of 27 selection list items that can be
entered. ‘Sample Type’ and ‘Sample’ selection lists are limited to 18 entries.
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Base Pages:

There are two pre-defined base pages (Basic Page and Basic Blood Gas Page).
e Each base page can contain a maximum of 10 unique base page items
e Each item in a base page can be set to mandatory or optional.

e Base pages cannot contain any duplicate items.

1. The length of the Prompt + the length of the Value + the length of the Separator
(1 space) can be up to 16 characters.

2. A unique parameter page can be assigned to each DelSys selection list value.
Parameter pages cannot be added to any other base page selection lists.
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3.7 Positive Patient Identification (PPID) Customization

Prior to customizing please refer to Section 1.3 Positive Patient Identification (PPID)
Implementation for implementation, patient list, and identifier requirements.

When the PPID feature is enabled, each time the i-STAT 1 analyzer is downloaded, the facility-
wide list of valid patient ID numbers and associated secondary identifiers stored in the analyzer
is updated. During subsequent cartridge testing, when the operator scans a barcoded wrist
band or manually enters a patient ID number, the analyzer verifies the entered patient ID is
found in the analyzer’s patient list.

If the patient ID is found in the analyzer’s patient list, the analyzer will display the patient’s
name, birth date and gender on the screen. The operator can then verify that these identifiers
match the patient being tested. Optionally, display of the birth date can be suppressed, and the
operator will have to enter the birth date correctly to confirm the patient ID. After successful
patient ID confirmation, the cartridge testing process would proceed as usual.

PPID Customization Options

There are a number of customization options available to tailor the analyzer’s PPID behavior to
meet the specific needs of the facility. Customization options are selected from the
Customization Workspace in i-STAT/DE.

Confirmation Method:

The system administrator (e.g., Point of Care Coordinator or Laboratory Administrator) can
select among 3 methods for operators to confirm the patient identity.

Options: Confirm, Replicate Year of Birth and Enter Year of Birth.

Note: If Year of Birth is required for confirmation, but no Year of Birth is available in the
patient list, the patient ID will be considered not on the list.

Confirmation Method Operator Action Analyzer Display Example

Patient ID
aea1

Name
McFarin,L.J

Date of Birth

Confirm The operator confirms the patient BSAPR1997
, ID by selecting “Continue” Gender
(Default setting) (Figure 3.7.1). o

2-Continue

(Figure 3.7.1)
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Confirmation Method Operator Action Analyzer Display Example

Scan or Enter
Year of Birth
The operator enters the four digits Patient ID
of the patient’s year of birth to -
Replicate Year of Birth | confirm the patient ID. The date of MeFarinL.t
birth is displayed on the analyzer Datacaf Savth
screen (Figure 3.7.2). -
M
(Figure 3.7.2)
Scan or Enter
Year of Birth
The operator enters the four digits Patalgg:. ©
of the patient’s year of birth to Mo
Enter Year of Birth confirm the patient ID. The date of MeFarinL.J
birth is not displayed on the Gender
analyzer screen (Figure 3.7.3).
(Figure 3.7.3)

Action, Not on List:

The system administrator can select the desired behavior when the entered patient ID is not
found in the analyzer’s patient list.

Options: Disabled (Default Settings), Warn, and Lockout.

Action Definition Analyzer Display Example
Disabled The PPID is not active. No warning
. or lockout is displayed on the Not Applicable
(Default setting) analyzer.
Fatient ID
=]
I[? Hiot Irlw
The operator is warned that the Valid ID List
Warn patient ID is not found in the active 1-ReEnter
patient list (Figure 3.7.4). #-Fontinue
(Figure 3.7.4)
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Action Action Definition Analyzer Display Example

Scan or Enter
Patient ID

aea

Testing cannot be performed using 1D Not In
Lockout this Patient ID (Figure 3.7.5). valid 1o List

(Figure 3.7.5)

Lockout Override: If Lockout is chosen, the system administrator can choose to enable or
disable a lockout override. If the override is enabled, the operator can override the lockout by
selecting option 2 to continue.

Options: Disable (Default), Enable

Print ID Attributes

The system administrator can select whether secondary patient identifiers (Name, DOB,
Gender) print with test results on the i-STAT or Martel printers.
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PPID Customization Procedure

Access the Customization Workspace.
Ensure Enable Customization is checked (Figure 3.7.6).

Ensure Enabled is checked for the particular location to which the i-STAT 1 analyzer is
assigned.

4. At the bottom of the Default Customization profile area, check Use Patient List (Figure
3.7.6).

5. If the location where this analyzer is assigned has a check in the Uses Default column
(Figure 3.7.6), click the button displaying the alphanumeric code under Preferences in
the Default customization profile area (Figure 3.7.6).

Otherwise, click the button displaying the alphanumeric code in the Preferences column
(Figure3.7.6) for the specific location to which this analyzer is assigned.

Customization Vorkspace

Profile Updale i-STAT/DE

nstitution: | Institution& |~

nprofile:  Location-based customizatio profiles:
Location Enabled Uses Default Update CLEW i-STAT Analyzer CLEW Philips BAM CLEWI, Preferences

STATHotes | []
st | ] Casonmne ) [ O
sz | ] vone) Lvsonne J{_cwsmo_] 01
s
i-STAT Analyzer CLEI:
Philips BAM CLEW:
i-STAT 1 Software:
LVP13234.BIN | v
e ==
|~ Preferences: ™\
(
Q P,
" STATHotes:
[Tuse evas

[None]
U= Gperater List- ~

N [Cusepatentiist

(Figure 3.7.6)

6. Once the Preferences page is displayed, click on the ID Entry tab (Figure 3.7.7) to
access the Patient ID Entry Section.

Ingtrument | Test | Cartridge QC | Strip QC | Resultz | Analyte Enable | Strip Lotz |

(Figure 3.7.7)

7. When the Action Not on List is disabled, the i-STAT 1 analyzer will not take any action if
the entered Patient ID is not found on the analyzer’s patient list. To enable, in the
Positive Patient ID section at the bottom of the page, check Action Not on List (Figure
3.7.8) and select the desired behavior when the entered patient ID is not found in the
analyzer’s patient list:

Positive Patient ID
[¥] sction Noton List |Warn (v Lock Out Override
[ print Ip attributes

(Figure 3.7.8)
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8. If Lock Out is chosen in step 7 above, check Lock Out Override (Figure 3.7.8) if you
want operators to be able to override the lockout by entering the patient ID number
twice. If you do not want the override to be activated, leave the option unchecked.

9. The enable secondary patient identifiers (Name, DOB, Gender) to print with test results
on the i-STAT or Martel printers, check Print ID attributes (Figure 3.7.9).
Positive Patient ID

[¥] Action Mot on List | Lock Out % Lock Out Override
Print ID attributes

(Figure 3.7.9)

10. Using the drop-down menu, select the Confirmation Method the operator will use to
confirm the patient identity:

Confirmation Method | Confirm 4

Replicate Year of Birth
Enter r'ear of Birth

(Figure 3.7.10)
e Confirm: The operator confirms the patient ID by selecting “Continue”.

¢ Replicate Year of Birth: The operator enters the four digits of the patient’s year
of birth to confirm the patient ID. The date of birth is displayed on the analyzer
screen.

o Enter Year of Birth: The operator enters the four digits of the patient’s year of
birth to confirm the patient ID. The date of birth is not displayed on the analyzer
screen.

11. Check the box next to Print ID attributes if you want secondary patient identifiers.
(Name, DOB, Gender) printed with test results on the i-STAT or Martel printers.

Positive Patient ID

[ action Mot en List | Lock Out (% Lock Out Qverride
Print ID attributes

(Figure 3.7.11)

12. Once all options have been chosen, click OK and select OK to confirm preference
changes when prompted ‘Do you want to change preferences?’

Microsoft Internet Explorer

. .f/ Do ywou wank ko change preferences?

[ OK, H Cancel ]

(Figure 3.7.12)
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PPID List Confirmation Procedure for i-STAT 1 Analyzer

To confirm that the patient list has been transferred from i-STAT/DE to the i-STAT 1 analyzer,
the following steps may be taken using the i-STAT 1 analyzer:

1. Power on the i-STAT 1 analyzer and press MENU once to get to the Administration
Menu (Figure 3.7.13).

Press 4-Customization (Figure 3.7.13).

Press 1-View (Figure 3.7.14).

Press 2-ID Entry (Figure 3.7.15).

Press 2-Patient ID (Figure 3.7.16).

Press the — twice to view the Patient List Number (Figure 3.7.17) that has been
transferred to the i-STAT 1 analyzer.

NOTE: The details of the PPID list and patient demographics are not displayed via this

method. Patient information is viewable only during the scan or entry of a patient ID in the
patient test pathway, and then only one patient at a time.

ook wd

14236 26JUL11

L ) Coztomization Uiew
Rdministration Meno | 1726EFS Customization
1-Analyzer Status
2-Data Review 1-Uiew 1-Analyzer
I-Gality Tests 2-Change 2-10 Entry
d—Customization 3—-Patient Tests
5-5Set Clock 4—QC Tests
&—Transmit Data S—Results
T—Ltility
(Figure 3.7.13) (Figure 3.7.14) (Figure 3.7.15)
Patient [T
Coztopdration
View Eraried
Customization Full ASLII
ID Entry ChEck Satt
Friahled
1-0Operator ID " TruRcate First |
2-Patient ID B digits
Truncate [ast
9 digits
T Patient Lizk |
281 2R 1420471 50
+ Fioe =%
(Figure 3.7.16) (Figure 3.7.17)
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3.8 Uploading a JAMS/CLEW update to the i-STAT/DE Server

A JAMS/CLEW update is a regularly scheduled update to the i-STAT/DE software. This
update can be uploaded to the server where it will then be available for selection in the

Customization Workspace.

NOTE: Screens shown here are examples only. A screen’s appearance may differ from the

example.

To Upload an Update:
1. Insert the JAMS/CLEW update CD.
2. Upload the JAMS/CLEW update to the server.

3. Open the Customization Workspace and hover over the link Update i-STAT/DE. Then select
Upload Update File from the menu (Figure 3.8.1).

NOTE: i-STAT/DE versions lower than 2.0 must be upgraded to the most current version of

i-STAT/DE to utilize this feature.

@ ol I’é} http: fflocalhostf Activer frustom. aspa

O+ x {2 I-STAT/DE Customization Wa.,, X

File  Edit V\e% Favorites  Tools  Help

S 2| Abbott Labs 2 | FSTAT-DE System 2 | DE custemization

Customization Works pace

Preferences STAThotes

[ Enable Customization

Default customization profile:

Profie | Update FETATIOR

Institution: | Dow ntow n Hosp

Location-based customization profiles:

—

Language: Location Enabled Uses Default/Update CLEW i-STAT Analyzer CLEW Philips BAM CLEW Preferences Il
|Eng|ish | DT Csth Lab ~ v ~ A33 [Mone] | DEFALLTD | | [F]
Unit Set: oT iU ~ = i Az | Mone | DEFALLTD | |
DT Imaging E P ~ A33 [Nnne]l DEFAULTD | | O
i-STAT Analyzer CLEW: OT NiCU [ = Il A33 | None] | DEFALLTD | | u
L OT Radiology ~ ~ i £33 | hone | peFALLTD | o
Philips BAM CLBEW: OT SicuU v " [« A33 [Mone] | DEFALLTD I I |
[Nonc] OT Triage I~ 2 i~ A33 | [Nene] | DEFALLTD | | O
i-STAT 1 Software: OT.ER [ " l a33 [None] | CEFALLTD I I O
[dans14zEEN =]
OTER I 72 el A33 | [Nunell DEFALLTD | | O
Pr;;z::S: DT IoU East ~ ~ e Az | hane] | perawLTo | i
DT.ICU. West - ~ = A33 [Nnne]l DEFALLTD | | [
STATNotes:
P DT_LaborDeivery [~ ~ ~ A33 [None] | DEFAULTD | | |
CASARID
12
I use evas
AFOC20132125.WAS
7 use Operator List
I™ Use Patient List
-STATIDE Version 2.8
UDI: (01)00054749001255
(Figure 3.8.1)
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4. This displays the following screen, Click Browse (Figure 3.8.2).

A i-STAT/DE Update - Microsalt Internet Explorer

Fla Edt Wew Favontes Took  Heb

v
N A X . = e
Qs - © X @A Lot Poroms @ 3-15 & SR T
Acidress | @Y bt fussacotret Acthee X DEUpdate, aspic v B TGN
Cupstonzation Werkapaie © FSTATDE Updats
Specttytibe for ESTATDE wpdate: e
=D

(Figure 3.8.2)

5. Select the CD drive (usually D:), select the file with a name similar to SUnnnnnn.EXE, and
click Open.

Choose file

3

Look ir | £+) SUDBOATT.EXE (D:) T eme &
- (o =Li0e0a15 EXE
5.5‘ =] TRANSFER. BAT
My Recent
Diocuments
?-_‘:
[£
Desktop

@

ty Network — File name: SUOB0ATE.EXE b Open
Places | J \—j
Files of type: Jﬂll Files [*.7] _'_] Cancel

(Figure 3.8.3)
6. This displays the following screen (Figure 3.8.4), Click Upload.

3 i STAT/DE Update - Microsoft Internet Explorer

File Edit Wiew Favorites Tools Help

Qu- O A6 ) search 5% Favortes (2) =2 2

E9=1E3
E
= JE XS

Address |@ http:/fusadatnetActive {DEUpdate. aspx

v B ks ” & -
Customization Workspace > i-STATDE Update

Specify file for i-STAT/DE update:
‘ piod |} [psuosDA18 EXE
e —

| (Browse

Cancel

(Figure 3.8.4)
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7. While the file is uploading, the page appears as shown below (Figure 3.8.5).

2 i STAT/DE Update - Microsoft Internet Explorer
File Edt Wew Favortes Tools Help

Qe - ) |1l] @ _7;} /._U Search s’:\?Favuntes £ K- ;

JE TS

a0

address |§] nttp: fusadotnet ActiveX/DELpdate. aspx

B ks ® @

Customization Workspace > i-STATDE Update

Specify file for i-STATIDE update:
[prisuosnAt8 EXE

Uploading file. Please wat...
Cancel Upload

| (Browse._]

&] Opening page http: f{usadotnet{Activex/DELpdate.aspx. .

(Figure 3.8.5)

& Local intranet

|

8. When the upload completes, information about the uploaded file is displayed (Figure 3.8.6).

2 i-STATDE Update - Microsoft Internet Explorer

File Edt Wiew Faworites Tools  Help

Qe - ) |1l] @ _7;} /._U Search s’:\?Favuntes £ K- ;

E O
W

address |§] nttp: fusadotnet ActiveX/DELpdate. aspx

v B ks ® @& -

Customization Workspace > i-STATDE Update

Specifyfile for i-STATDE update:

The file has been uploaded
File name; DoSU0B0A1S EXE
File size: 826064 bytes

Cancel

(Figure 3.8.6)

9. The new JAMS and CLEW updates are now available for selection on the main page of the

Customization Workspace.
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3.9 Uploading a New eVAS File to the i-STAT/DE Server

When an electronic value assignment sheet file (eVAS) is available on the APOC website, a
system administrator can download and save the eVAS file to a specified directory.

The eVAS file can then be uploaded to the server where it will be available for automatic update
of analyzers. After the eVAS file has been downloaded and saved, use the following steps to
make it available on the server.

NOTE: i-STAT/DE versions lower than 2.3 must be upgraded to the most current version of
i-STAT/DE to utilize this feature.

NOTE: Screens shown here are examples only. A screen’s appearance may differ from the
example.

1. Open the Customization Workspace and hover over the link Update i-STAT/DE. Then
select Upload Update File (Figure 3.9.1) from the menu.

Customization Workspace

Preferences ATNotes Profile jpdate i-STATIDE
load Update F
¥ Enable Customization istituii], PR Update [l |

Default customization profile:  Location-based customization profiles:
Language: Location  Enabled Uses Default Update CLEW i-STAT An r Phili L] Preferences ~ STATNotes [~
English ¥ DT Cath Lab C 2 v A33 [None] 17502KWT SHARTD O

(Figure 3.9.1)
2. The following page displays (Figure 3.9.2), Click Browse...

Choose file @@

Look in: |_} Downloads: j & lc_ui( Ed-

Y [ aro

C20115211 . WAS

&

by Recent
Documents

Desklop

\\.'

iy Documents

&

My Computer
S
My Metwaork  File name: |APDC2D1 13211045 j Open |
Flaces
Files of type: | Files ) | Cancel

(Figure 3.9.2)

3. Select eVAS file from the location to which it was saved when downloaded from the APOC
website and click Open.

Note: Verify that the filename, type and default application have not changed. It is
not recommended that the eVAS file be opened.
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4. The selected file is displayed. Click Upload (Figure 3.9.3.)

‘2 i-STAT/DE Update - Microsoft Internet Explorer

X
File Edit Wiew Favorites Tools  Help :;'

£ddress |@ http: {10,208, 126, 238/ Actives/DEUpdate. aspx

v|G0 Links ** % -

Customization Workspace > i-STAT/DE Update

Specify file for I-STAT/DE update:

P ——
I toosa  |D [C Dowrloads\APOC201 13211 W AS |[(Browse.._]
—_—

Cancel

(Figure 3.9.3)
5. When the upload completes, information about the uploaded file is displayed (Figure 3.9.4).

2l i-STAT/DE Update - Microsoft Internet Explorer

File Edt Wiew Favorites Tools Help 1y

N
v B ks * & -

address [€] httpif10.208, 126, 238/ Activer/DEIpdate. aspx

Customization Workspace > i-STATDE Update

Specify file for i-STAT/DE update:
Upload | H Browse...

et has been uploaded

File name: |C:\DownloadsBPOC20113211 VAS
File size: 2614 bytes

Cancel

(Figure 3.9.4)

If the eVAS file passes validation, its name will be displayed in the default profile in the
Customization Workspace and will be distributed to i-STAT 1 analyzers moving forward.

6.
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3.10 Liquid Quality Control Pass/Fail Feature

The Liquid Quality Control Automatic Pass/Fail (QC Auto P/F) customization feature for the
i-STAT 1 handheld can automatically determine if the results of a liquid QC test run on an
i-STAT cartridge are within APOC’s published quality control ranges. Since control ranges vary
with the handheld’s CLEW software version and with i-STAT cartridge and control lot numbers,
manually applying the correct control limits can be cumbersome; with QC Auto P/F, the potential
for this human error is avoided. Used in conjunction with the Liquid QC Schedule and Lockout
customization features, QC Auto P/F helps a system administrator (e.g., Point of Care
Coordinator or Laboratory Administrator) ensure compliance with QC requirements. By default,
the feature is turned off.

For more information on the Liquid QC Schedule and Lockout customization features, please
refer to Section 3.11 Liquid Quality Control Schedule and Lockout Customization in this user
guide or the Technical Bulletin: “Liquid Quality Control Schedule and Lockout Customization on
the i-STAT 1 Handheld”, located at www.pointofcare.abbott.

Functionality of Liquid Quality Control Pass/Fail Customization

With the QC Auto P/F feature, the system administrator can go to the APOC website and
download an electronic value assignment sheet (eVAS) file: an electronic file containing the
complete set of the data from the current i-STAT QC Value Assignment Sheets. For more
information on uploading the e-VAS file to i-STAT/DE, please refer to Section 3.9 Uploading a
New e-VAS File to the i-STAT/DE Server.

Once the file is downloaded and the eVAS feature is enabled in the Customization Workspace,
the file is transferred to individual i-STAT 1 handhelds the next time they download data to the
i-STAT/DE applications. Each i-STAT 1 handheld will then have a complete database of all
current i-STAT control ranges stored in its memory. When testing liquid QC samples with
i-STAT cartridges on an i-STAT 1 handheld customized for the QC Auto P/F feature, the user
scans barcodes from both the control fluid vial and the cartridge pouch. Using this information,
the handheld automatically evaluates each measured test result for acceptability against the
control ranges defined in the eVAS. A “Pass” or “Fail” status is determined for each result, and
an overall determination of “Pass” is made if every measured analyte in the test panel passes.

The status of individual failed results will be displayed on the handheld as either an up-arrow (1)
for out-of-range high results, or a down-arrow ({) for out-of-range low results. The overall
determination for the QC test panel is indicated by a PASS or FAIL message being displayed
above the results.

Minimum Software Requirements

The minimum software requirements for use of the QC Auto P/F customization feature is
summarized as follows:

System Component Minimum Software Requirements

i-STAT/DE > Version 2.3
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Caution(s)

1.

When testing liquid controls, if the handheld is customized for User Defined Reportable
Ranges and Auto Pass/Fail detection, the handheld will display the control result based
upon the customized Reportable Range setting but will base the Auto Pass/Fail
determination on the measured analyte value, irrespective of the Reportable Range
settings.

Use caution to protect against cuts if scanning a barcode from an open glass control
ampule.

Electronic value assignment sheet (eVAS) files must be downloaded on a regular basis
and uploaded to i-STAT/DE Customization Workspace to ensure the latest information is
available on the analyzers. Administrators are encouraged to check regularly.

General Notes and Considerations

1.

In order to use the QC Auto P/F customization feature, users must have the i-STAT 1
handheld and either the i-STAT/DE software application, version 2.3 or above.

The QC Auto P/F customization feature is designed to work in the i-STAT 1 handheld
control testing pathway with all liquid QC products that are assigned control ranges in
APOC’s Value Assignment Sheets (available on the APOC website:
www.pointofcare.abbott).

QC Auto P/F is not available for third-party control materials or for APOC Calibration
Verification product.

With each liquid QC run, the following information is transmitted when results are
downloaded to i-STAT/DE and passed with the result record to the data management
application:

e The QC results,

e The eVAS file name,

e The i-STAT cartridge and control fluid lot numbers, and

¢ The overall Pass/Fail result determined for the liquid QC test run.

Unless numerical results have been suppressed through customization, when the results
of a liquid QC run are printed, each analyte value is displayed on the printout, along with
the corresponding control range. The symbol “<< >>” is used to indicate out-of-range
results on the printout.

When the i-STAT 1 handheld is customized for QC Auto P/F, non-APOC controls may
be tested in the control pathway, but the Pass/Fail assignment must be performed
manually.
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Customizing Liquid QC Pass/Fail Feature

Prior to customizing the i-STAT 1 Handheld for Liquid QC Pass/Fail, upload the e-VAS file to the
i-STAT/DE server. For more information, see Section 3.9 Uploading a new eVAS file to the
i-STAT/DE Server in this guide. Once an eVAS file has been uploaded to the i-STAT/DE Server,
the following may be performed:

1. Access the Customization Workspace.

2. Make sure the “Enable Customization” box (Figure 3.10.1) has a check mark in it.

v Enable Customization:

(Figure 3.10.1)

Also, make certain that the Enabled box (Figure 3.10.2) is checked for the particular
location to which the i-STAT 1 handheld is assigned.

Location Enabled

ER

& &

La

(Figure 3.10.2)

3. At the bottom of the Default customization profile: column (Figure 3.10.3), check the
Use eVAS box.

=3

Default customization profile:
Language:
English -
Unit Set:
UNITSETOO

I-STAT Analyzer CLEW:
A22

Philips BAM CLEW:
[Mone]

o
=
=
=
g
=
3
#

[Mone] v

Preferences:
11A03TFZ

STATHotes:
CHARTO

Use eVAS
APOC2OTIZTI T3 MAS

(Figure 3.10.3)

4. If the location where this handheld is assigned has a check mark under Uses Default,
under the Default customization profile: column (Figure 3.10.4), double click the
alphanumeric code under Preferences (Figure 3.10.4). Otherwise, double click the
alphanumeric code under the Preferences column (Figure 3.10.4) for the specific
location to which this handheld is assigned.
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(Figure 3.10.4)
5. Once the Preferences windows opens, click on the cartridge QC Tab (Figure 3.10.5).

Instrument | ID Ertry | Test | Strip GC | Results | Analyte Enalle | Sirip Lots |
(Figure 3.10.5)
6. Click the Liquid QC Settings (Figure 3.10.6) at the top of the screen.

Electronic QC Settings
(Figure 3.10.6)

7. Inthe Control Pass/Fail Determination section (Figure 3.10.7), click the Auto via eVAS
radio button. Choosing this option indicates that the handheld will automatically
determine whether the liquid QC run passed or failed, based upon QC ranges contained
on an electronic Value Assignment Sheet (eVAS) file downloaded into the i-STAT 1
handheld.

Cartral Paz=siFail Determination

C‘ Mane
®) £t via e¥AS
C‘ hanusl

(Figure 3.10.7)

Note 7.1: The Manual Control Pass/Fail Determination feature is also customizable
through the i-STAT 1 Handheld keypad.

8. If you want users to enter a Comment Code when liquid QC results are in-range, out-of-
range or under both situations, check the appropriate box(es) in the Control Test
Settings section and then use the drop-down menu to select whether entering the
comment code is Optional (Allow no comment) or Required (Require Comment)

(Figure 3.10.8).
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Control Test Settings

D Comment Code, in Range Results

Reguire Comment

Comment Code, out of Range Results

(Figure 3.10.8)

Note 8.1: The Control Test Settings feature is also customizable through the i-STAT 1
handheld keypad.

9. Select the way in which you would like control tests to be displayed (Figure 3.10.9).
Cantral Results Display Formst
'G:' Mumeric

'r::' Suppressed

(Figure 3.10.9)

e Numeric: Liquid QC results are displayed in Numeric format or Suppressed: the
following ‘<>’ is displayed.

e Suppressed: the following symbol “< >” is displayed next to each liquid QC test
name in place of the quantitative (numeric) results.

Note 9.1: The “Suppressed” option should only be chosen if “Automatic via EVAS” is
chosen for the liquid QC Pass/Fail Determination.

Note 9.2: The Control Results Display Format is also customizable through the i-
STAT 1 handheld keypad.

10. Select the method in which control lot number information will be entered into the
handheld (Figure 3.10.10).

APOC Fluicd Lot Entry Method

'G:' Scan or Enter

'f::' Scan only

(Figure 3.10.10)

e Scan or Enter: allows the user the option of manually entering the liquid QC lot
information into the handheld or scanning it from the barcode on the quality
control vial being tested.

e Scan only: the fluid lot information must be entered by scanning the barcode on
the control vial being tested.

Note 10.1: If customizing handhelds for Auto QC P/F, users must scan the barcode
on the APOC control vial when testing APOC liquid QC samples. If testing
non-APOC controls, users may scan the barcode from the control vial or enter the
control lot number manually.
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Note 10.2: The APOC Fluid Lot Entry Method is also customizable through the
i-STAT 1 handheld keypad.

11. Click OK and answer OK to the question about changing the Preferences
(Figure 3.10.11).

Microsoft Internet Explorer @

?f} Do ywou want ko change preferences?

[ oK l[ Cancel ]

(Figure 3.10.11)

12. Download the handheld(s) to the i-STAT/DE from a downloader in the location to which
the handheld is assigned. This action will upload the chosen customization features into
the handheld. Repeat step 12 for all handhelds from the same location to be customized.
To customize handhelds from other locations for the same features, return to step 1 of

this section.
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Confirming that the eVAS has been transferred to the i-STAT 1 Handheld

from i-STAT/DE

To confirm that the eVAS has been transferred to the i-STAT 1 Handheld, power-on the i-STAT

1 handheld and follow these steps:

IZE A

14:38 28JUL11
Administration Meno

1-Analyzer Status
2-Data Review
I-Goality Tests
d4—Customization
S5—5et Clock
&—Transmit Data
F—Utility

(Figure 3.10.12)

Liew
Customization
GIE Tests

1-Simulator
2-Cartridge GIC

(Figure 3.10.15)

Customization
1172EBP3

1-liew
2-Change

(Figure 3.10.13)

Press MENU once to get to the Administration Menu (Figure 3.10.12).
Press 4-Customization (Figure 3.10.12).
Press 1-View (Figure 3.10.13).

Press 4-QC Tests (Figure 3.10.14).
Press 2-Cartridge QC (Figure 3.10.15).

Press the — key on the i-STAT 1 handled keypad, to view the eVAS Name that has
been transferred to the handheld (Figure 3.10.16).

Ligw
Customization

1-Analyzer
2-10 Entry
3-Patient Tests
4—QC Tests
S—Results

(Figure 3.10.14)

Cartridge QG

Customization
elAS Hame
APOCZE1 1277 ELAS

4= Fage

(Figure 3.10.16)
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i-STAT 1 Handheld Display Screens for the Liquid QC Pass/Fail Feature

After Customizing the i-STAT 1 Handheld for the Liquid QC Auto Pass/Fail customization
features, users will encounter the following display screens:

Quality Tests Menu

If the Liquid QC Auto Pass/Fail customization feature is being used in conjunction with the
Liquid QC Schedule customization feature, and the user has selected 1-Control in the Quality
Tests Menu on the handheld, a “Select QC event” screen (Figure 3.10.17) will appear on the
display. If the user selects 1-Unscheduled, and then enters/scans their Operator ID, the
handheld will display a “Select Fluid Vendor” screen (Figure 3.10.18) requesting that they
select a Fluid Vendor. Once a Fluid Vendor is selected, the user will then be asked to select
a fluid level at the “Select Fluid” screen (Figure 3.10.19). If a Non-APOC Fluid has been
selected, the user will then be asked to scan or enter the control lot number at the “Scan or
Enter Control Lot Number” screen (Figure 3.10.20). If an APOC fluid has been selected, the
user will then be asked to scan the Control Lot Number at the “Scan Control Lot Number”
screen (Figure 3.10.21)

Select GC Event Select Select Fluid
Fluid Vendor

1-Un=scheduled
Z-Schedule 1 1-AFOC 1-Lewel 1

i-STAT QC 2—Hon—APOC 2-Lewel 2

Fast Due JF—Leuwel 3

(Figure 3.10.17) (Figure 3.10.18) (Figure 3.10.19)
Scan or Enter Scan
Control Control
Lot Number Lot Number
(Figure 3.10.20) (Figure 3.10.21)
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Liquid QC Results Screens

If the i-STAT 1 handheld is customized for the QC Auto P/F feature, the Liquid QC results
screen appearance will vary, depending on whether the handheld is customized to display
control results in a Numeric format, or whether they are Suppressed, along with whether the
QC run Passed or Failed.

¢ Numeric Control Result Display with a Passed QC run (Figure 3.10.22): All
analyte results will display a numeric value and the overall Pass assessment appears
at the top of the display screen above the results.

e Suppressed Control Result Display with a Passed QC run (Figure 3.10.23): All
analyte results will display a <> symbol and the overall Pass assessment appears at
the top of the display screen above the results.

e Numeric Control Result Display with a Failed QC run (Figure 3.10.24): The
status of individual failed results is displayed on the handheld as either an up-arrow
(1) for out-of-range high results, or a down-arrow ({) for out-of-range low results.

o Suppressed Control Result Display with a Failed QC run (Figure 3.10.25): All
analyte results will display a <> symbol and the overall Fail assessment appears at
the top of the display screen above the results. The status of individual failed results
is displayed on the handheld as either an up-arrow (1) for out-of-range high results, or
a down-arrow (V) for out-of-range low results.

Control 1316824 Control 151824
18:48 140CT11 18558 140CT11
i-STAT CHEMS+ i-5TAT CHEMES+
PRSS FPRSS
Ha mmal-L 128 Ha mmol-L ir
K mmol<L 2.8 K mmol-L ir
C1 mmol<L e C1 mmol-L ir
iC.a mmaol-L 1.4& iCa mmaol-L ir
TEOZ mmol-L 17 TEOZ mmol-L ir
- Fage = Fage
1-Test Options 1-Test Options
(Figure 3.10.22) (Figure 3.10.23)
Cortrol 151624 Control 151824
18551 140CT11 11385 140CT711
i-5TAT CHEMS+ i-STAT CHEMZ+
FRIL FAIL
Ha mmaol-L 1354 Ha mmol-L £ e
K mmol<L 3.7 K mmuol-L £ e
C1 mmol<L Q6 1 mmaoleL e
iCa mmaol-L 1.25% iCa mmoleL ISy 3
TEOZ mmol-L 23 TCOZ mmol-L S
= Fage = Page
1-Test Options 1-Test Options
(Figure 3.10.24) (Figure 3.10.25)
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i- STAT 1 Handheld Display Messages for the Liquid QC Pass/Fail Feature

The following table provides information on display messages that may occur when the Liquid

QC Pass/Fail feature is utilized.

Cause

Resolution

Display Message

Invalid eVAS

The eVAS file does not exist
or is invalid.

Download current eVAS file
from www.pointofcare.abbott.

Lot Not in eVAS

The entered cartridge or
control lot number could not
be found in the eVAS file.

Download current eVAS file
from www.pointofcare.abbott.

Does Not Match Selected
Level

The entered control solution
lot number does not match
the user selected control
level.

Scan the control solution lot
number that matched the
control level to be selected.

Invalid Length

A blank control solution lot
number was entered.

Scan or enter the control
solution lot number.

Lot Expired

The entered control solution
lot number or cartridge lot
number is expired.

Scan a control solution lot
number or cartridge lot
number that is not expired.

Invalid Number

The scanned APOC lot

number has an invalid format.

Scan the APOC lot number
that is represented by the
one-dimensional barcode on
the cartridge or control
solution.
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3.11 Liquid Quality Control Schedule and Lockout Feature

The Liquid Quality Schedule and Lockout feature for the i-STAT 1 handheld, allows a system
administrator (e.g. Point of Care Coordinator or Laboratory Administrator) to define a liquid
quality control plan for their i-STAT 1 handhelds and enables them to enforce quality control
(QC) compliance by invoking automatic lockout of patient and proficiency testing pathways if QC
requirements in the plan are not fulfilled. By default, the feature is turned off.

This feature can be used in conjunction with the Liquid QC Pass/Fail customization to automate
and manage liquid quality control testing on the i-STAT 1 handheld. For more information
please refer to Section 3.10 Liquid Quality Control Pass/Fail Feature or see the Technical
Bulletin “Liquid Quality Control Pass/Fail Customization on the i-STAT 1 Handheld”, located at
www.pointofcare.abbott.

Functionality of Liquid Quality Control Schedule and Lockout
Customization
Previously, system administrators had to “manually” manage and enforce QC requirements for

the i-STAT 1 System, since no automated liquid QC lockouts were provided. However with this
customization feature, the system administrator can define a customized QC plan that includes:

+ which cartridge types and liquid QC fluids must be run,
* which cartridge types are enabled by running the liquid QC, and
» under what schedule the liquid QC is to be performed.

QC Profile

Using the i-STAT/DE Customization Workspace webpage, the system administrator defines
a number of QC cartridge sets, consisting of:

¢ a QC cartridge type (i.e., the cartridge type to be tested with specified liquid QC fluids
during the QC procedure) as well as

¢ any number of dependent cartridge types (i.e., associated cartridge types that will be
enabled by the analyzer if the QC requirements for a given cartridge set are met on
that analyzer. A QC cartridge set is allowed to have zero dependent cartridges).

Note: A QC cartridge in one QC cartridge set cannot be a dependent cartridge in another QC
cartridge set within the same schedule, but it can be a dependent cartridge in a QC cartridge
set belonging to a different schedule.

The system administrator also creates a QC test profile by associating the defined cartridge
set with up to six (6) specific QC fluids (i.e., specified types and levels of liquid control fluid).
All APOC control fluids as well as three generic (user-defined) fluids are available for
selection in the QC test profile.
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QC Scheduling

The system administrator associates each QC test profile with at least one of three definable
liquid QC schedules. Each schedule can accommodate up to eight (8) QC test profiles. The
liquid QC schedule has a “Due Time” and “Grace Period”, that are definable by an
administrator. The Due Time sets the time when QC Cycles (a test run in the Control
pathway consisting of a QC cartridge and a corresponding QC fluid) will begin to count
toward completing QC test profiles, i.e., when QC will become “due to start”. The Grace
Period is the period of time, starting from the Due Time, during which the QC test profile
must be completed before the corresponding cartridge set is locked out.

There are a number of options to allow flexibility in the liquid QC schedules. QC Due Times
can be set to daily (every day), weekly (on a specified day of the week, e.g., every Tuesday)
or monthly (on a specified day of the month e.g., every first Saturday) on selected months
and at a defined time of the day. The Grace Period is set in hours, up to 23 hours for daily
schedules, up to 167 hours for weekly schedules and up to 255 hours for monthly schedules.
The minimum Grace Period is one hour for any schedule type.

QC Lockout

By defining a QC test profile with a specified schedule, the system administrator enables the
lockout of the corresponding cartridge sets when the QC profile has not been satisfied within
the Grace Period. “Lockout” means that the i-STAT 1 Patient and Proficiency pathways are
disabled until the QC test profile is satisfied. A QC test profile is satisfied when at least one of
each required QC cycle is run and is determined to have “passed”. Once a given cartridge
set is locked out, its corresponding QC test cycles can still be run on the QC pathway, i.e.,
the QC pathway is never locked out.

The following important lockout rules apply:

1. Even if multiple Due Times have passed, the QC test profile will only need to be
satisfied once to unlock testing (i.e. there is no “build up” of overdue QC cycles).

2. Ifliquid QC is due for a given schedule, and some of the required QC test profiles are
successfully completed but others are not, then when the profile becomes due again,
all of the QC test profiles within the schedule need to be re-run.

3. If a handheld is configured for information-first with cartridge lot enabled, when the
cartridge lot number is scanned in the patient or proficiency pathways, if the cartridge
type is locked out, the test cycle will not proceed.

4. A failed QC cycle in itself will not cause a cartridge set to be locked out. Lockout
occurs only when a QC test profile is past the set grace period and has not been
satisfied.
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Minimum Software Requirements

The minimum software requirements for use of the Liquid Quality Control Schedule and Lockout
feature is summarized as follows:

System Component Minimum Software Requirements

i-STAT/DE > Version 2.3

Caution

Use of the Liquid Quality Control Scheduled and Lockout Customization features will result in
handhelds being unavailable for patient testing when Quality Control Requirements are not met.

General Notes and Considerations

1. The Liquid QC Schedule and Lockout feature is only available on the i-STAT 1
handheld.

2. In order to create Liquid QC Schedules, users must have the i-STAT 1 handheld and
i-STAT/DE software. This feature is not customizable through the i-STAT 1 handheld
keypad.

Customizing Liquid Quality Schedule and Lockout Feature
1. Access the Customization Workspace
2. Make sure the “Enable Customization” box (Figure 3.11.1) has a check mark in it.

v Enable Customization:

(Figure 3.11.1)

Also, make certain that the Enabled box (Figure 3.11.2) is checked for the particular
location to which the i-STAT 1 handheld is assigned.

Location Enabled
ER
Lab

(Figure 3.11.2)
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3. If the location where this handheld is assigned has a check mark under Uses Default,
under the Default customization profile: column (Figure 3.11.3), double click the
alphanumeric code under Preferences (Figure 3.11.3). Otherwise, double click the
alphanumeric code under the Preferences column (Figure 3.11.3) for the specific
location to which this handheld is assigned.

pdate CLEVY i-STAT Analyzer CLEVY Philips BAM CLEV/ Preferences

.
R )

[m]
=0z | [ = [Hona] ! ]

(Figure 3.11.3)
4. Once the Preferences windows opens, click on the cartridge QC Tab (Figure 3.11.4).

Instrumenit | IT Eritry: | Test | Catridge QC & Strip QC | Rezutz | Analyte Enable | Strip Lotz |

(Figure 3.11.4)
5. Click the Liquid QC Settings at the top of the screen (Figure 3.11.5).
Electronic QC Settings
(Figure 3.11.5)

6. Inthe Control Pass/Fail Determination section (Figure 3.11.6), click the radio button for
the way in which you will determine the acceptability of liquid QC results:

Corntrol PassiFail Determination

C‘ Mane
(¥ Auto via evas

C‘ hanual

(Figure 3.11.6)
e None: Disables the QC Pass/Fail and QC Schedule feature.

e Auto via eVAS: choosing this option indicates that the handheld will
automatically determine whether the liquid QC run passed or failed, based upon
QC ranges contained on an electronic Value Assignment Sheet (eVAS) file
downloaded into the i-STAT 1 handheld. For more information please refer to
Section 3.10 Liquid Quality Control Pass/Fail Customization or see the
Technical Bulletin “Liquid Quality Control Pass/Fail Customization on the
i-STAT 1 Handheld’, located at www.pointofcare.abbott.
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¢ Manual: the user will manually compare the liquid QC results to a Value
Assignment Sheet downloaded or printed from the Abbott Point of Care (APOC)
website at www.pointofcare.abbott and indicate on the handheld whether the
QC run passed or failed.

Note 6.1: The Manual Control Pass/Fail Determination feature is also customizable
through the i-STAT 1 handheld keypad.

7. If you want users to enter a Comment Code when liquid QC results are in-range, out-of-
range or under both situations, check the appropriate box(es) in the Control Test
Settings section and then use the drop-down menu to select whether entering the
comment code is Optional (Allow no comment) or Required (Require Comment)

(Figure 3.11.7).

Control Test Settings

[ commert Code, in Range Results

Reguire Comment

Comment Code, out of Range Results

(Figure 3.11.7)

Note: 7.1: Comment Code options can only be selected if one of the Control Pass/Fail
Determination methods has been selected.

Note 7.2: The Control Test Settings feature is also customizable through the i-STAT 1
handheld keypad.

8. Select the way in which you would like control tests to be displayed (Figure 3.11.8).
Corntrol Results Display Formst
'i?.:' Mumeric

'f:.:' Suppressed

(Figure 3.11.8)
¢ Numeric: Liquid QC results are displayed in Numeric format.

e Suppressed: the following symbol “< >” is displayed next to each liquid QC test
name in place of the quantitative (numeric) results.

Note 8.1: The “Suppressed” option should only be chosen if “Automatic via EVAS” is
chosen for the liquid QC Pass/Fail Determination.

Note 8.2: The Control Results Display Format is also customizable through the
i-STAT 1 handheld keypad.
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9. Select the method in which control lot number information will be entered into the
handheld (Figure 3.11.9).

APOC Fluid Lot Entry Method

P
\*) Scan or Enter

N
L Zcan only

(Figure 3.11.9)

e Scan or Enter: allows the user the option of manually entering the liquid QC lot
information into the handheld or scanning it from the barcode on the quality
control vial being tested.

e Scan only: the fluid lot information must be entered by scanning the barcode on
the control vial being tested.

Note 9.1: The APOC Fluid Lot Entry Method is also customizable through the
i-STAT 1 handheld keypad.

10. To set up a Liquid QC Schedule, click on the Liquid QC Schedule 1 tab
(Figure 3.11.10) at the top of the screen.

Electronic QC Seftings | Liguid QC Settings 4_Liguid QC Schedule 1

(Figure 3.11.10)

11. Select the frequency at which you want liquid QC to be run under this schedule
(Figure 3.11.11).

QiC Frequency
[OT

O Daily

':::' Every

':::' Every of each morth

(Figure 3.11.11)
e Off: Disables the selected QC Schedule
e Daily
e A particular day of the week (e.g., every Monday)
e A particular day of the month (e.g., the second Tuesday of the month)
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12. Select the months of the year in which you want this schedule to apply (Figure 3.11.12).
Apply OC schedule to
& al manths
O selected months:

Jan Feb Itar Apr Mavy Jun
Jul Aug Sep Ot el Dec

(Figure 3.11.12)
e All months

o Selected months. Check the box next to the months to which you want this
schedule to apply.

13. Enter the QC Time (Figure 3.11.13). The QC Time sets the time when QC Cycles (a test
run in the Control pathway consisting of a QC cartridge and a corresponding QC fluid)
will begin to count towards satisfying the QC test profiles, i.e., when QC will become
“due to start”.

20 Time

G due at; (0800 (HH: i)

(Figure 3.11.13)

Note 13.1: Use the 24 hour clock designation to indicate the time when QC is due. For
example, if QC will be due at 2 pm, enter 14:00 for the time.

14. The Grace Period is the period of time, starting from the Due Time, during which the QC
test profile must be completed before the corresponding cartridge set is locked out.

Enter the Grace Period in hours (Figure 3.11.14):
e up to 23 hours for daily schedules,
e up to 167 hours for weekly schedules, and
e up to 255 hours for monthly schedules.
The minimum Grace Period is one hour for any schedule type.

Grace period: 8 haours

(Figure 3.11.14)
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15. To define the Cartridge QC Profile, click Add a new QC group row... at the bottom of
the screen. The Cartridge QC Profile box will open (Figure 3.11.15).

Cartridge CZ Profile
A Qi Profile rowy is being edited

. Dependent |
OC Cartridge Cartridges Fluicls
Fluid 1: | [Mone] W Fluid & | [Mone] W
E3+ w Fluid 2- | [Mone] W Fluid 5: | [Mone] W Update Cancel
Fluid 3: | [Mone] hd Fluid & | [Mone] hd

(Figure 3.11.15)

16. Select the QC cartridge type from the drop-down menu (Figure 3.11.16). The QC
cartridge is the cartridge type to be tested with specified liquid QC fluids during the QC
procedure.

CHEMES+ %

E3+
|E4+

CEE+
G
ECE+
G+
|CGd+
EGE+
G+
EGT+
Cres
ACT-C
PT
ACT-K
cTnl
CH-MB
BMP

(Figure 3.11.16)

Note 16.1: Selecting [None] will cease your ability to proceed through the remaining QC
Schedule settings.

17. In the Dependent Cartridges section, click Edit. Check the box(es) next to any
associated cartridge types that will be enabled by the handheld if the QC requirements
for a given cartridge set are met on that handheld and then click Update.
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Ex+ [e+ [Jactc

Eca+ [coa+ [T
Cless+ [act

Ceess Coas Teml

s [esr+ [ok-me

D ECE+ Crea D BrP

(Figure 3.11.17)

18. In the Fluids section, select up to six (6) types and levels of control fluid that will be
required to be run on the handheld during this QC cartridge schedule timeframe and

click Update.
Fluids
Fluici 1; | APOC Chemd L1 | Fluid 4 | el le;
Fluic) 2- | &P0C ChemS LS Fluid 5 | [Mone] L
Fluid 5 | APOC Het L b Fluid £: | [Mone] b

(Figure 3.11.18)

Note 18.1: All i-STAT control fluid types and levels are listed in the drop-down menu,
along with three (3) generic user-defined fluids. The table below lists each i-STAT
Control type and corresponding abbreviation used in the Cartridge QC Fluids drop down
menus in the Customization Workspace.

Control Name Control Customization Abbreviation

i-STAT cTnl Control Level 1 APOC cTnl L1
i-STAT cTnl Control Level 2 APOC cTnl L2
i-STAT cTnl Control Level 3 APOC cTnl L3
i-STAT BNP Level 1 Control APOC BNP L1
i-STAT BNP Level 2 Control APOC BNP L2
i-STAT BNP Level 3 Control APOC BNP L3
i-STAT CK-MB Control Level 1 APOC CKMB L1
i-STAT CK-MB Control Level 1 APOC CKMB L1
i-STAT CK-MB Control Level 1 APOC CKMB L1
i-STAT Level 1 Control APOC i-STAT L1
i-STAT Level 2 Control APOC i-STAT L2
i-STAT Level 3 Control APOC i-STAT L3
i-STAT CHEM8+ Level 1 Control APOC Chem8 L1
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Control Name Control Customization Abbreviation

i-STAT CHEMS8+ Level 2 Control APOC Chem8 L2
i-STAT CHEMS8+ Level 3 Control APOC Chem8 L3
RNA Medical Hematocrit Level 1 Control APOC Hct L1
RNA Medical Hematocrit Level 2 Control APOC Hct L2
RNA Medical Hematocrit Level 3 Control APOC Hct L3
i-STAT ACT Level 1 Control APOC ACT L1
i-STAT ACT Level 2 Control APOC ACT L2
i-STAT PT Level 1 Control APOC PT L1
i-STAT PT Level 2 Control APOC PT L2
Level 1 Control — Non-i-STAT Non-APOC L1
Level 2 Control — Non-i-STAT Non-APOC L2
Level 3 Control — Non-i-STAT Non-APOC L3
i-STAT TriControls Level 1 APOC Combo L1
i-STAT TriControls Level 2 APOC Combo L2
i-STAT TriControls Level 3 APOC Combo L3

19. The Cartridge QC profile (Figure 3.11.19) will then appear on the Cartridge QC tab page.

Dependent

O Cartridge Cartridges Fluidls
Fluid 1: APOC Chemd L1 Fluid 4: APOC Het L3
CHEMG+ 4 Fluid 2 APOC Chemd L3 Fluid 5: [Mone] Edit Delete
Fluid 3: APOC Het L1 Fluid B: [Mone]

(Figure 3.11.19)

Note 19.1: Seven (7) additional Cartridge QC profiles can be created for this Liquid QC
schedule. To create additional cartridge QC profiles for this schedule, click Add a new
QC Group row... and proceed with steps 16 to 18 above.

20. Once all profiles have been created for a Liquid QC Schedule, additional Liquid QC
Schedules can be created by clicking on the next numbered Liquid QC Schedule tab at
the top of the Cartridge QC tab page. Follow steps 11-19 above to create the additional
schedules. Up to three (3) Liquid QC Schedules can be created.

21. Once all schedules have been created and defined, click OK and answer OK to the
question about changing the Preferences (Figure 3.11.20).
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Microsoft Internet Explorer g

ex 2
‘:r/ Do ywou wank to change preferences?

[ oK ][ Cancel l

(Figure 3.11.20)

22. Download the handheld(s) to the i-STAT/DE from a downloader in the location to which
the handheld is assigned. This action will upload the chosen customization features into
the handheld. Repeat step 22 for all handhelds from the same location to be customized.
To customize handhelds from other locations for the same features, return to step 1 of
this section.
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i-STAT 1 Handheld Display Screens for the Liquid QC Schedule and
Lockout Customization Features

After customizing the i-STAT 1 handheld for the Liquid QC Schedule and Lockout customization
features, users may encounter some new handheld display screens.

Test Menu

When the On/Off key is pressed on the handheld, and the Test Menu appears, the handheld
will now display one of four messages at the bottom of the screen:

1.

“Next i-STAT QC (Date)” (Figure 3.11.21): This message will appear if users have
been compliant in running all liquid QC schedules in this handheld within the customized
timeframe. It indicates the upcoming date and time when the grace period begins for the
next scheduled liquid QC is due.

“i-STAT QC Due — Complete Before (Date)” (Figure 3.11.22): This message will
appear to remind users that the grace period has begun for one of the liquid QC
schedules, and the date and time before which all requirements under that schedule
must be completed before analytes are disabled.

“QC Past Due — Not All Cartridges are Active for Testing” (Figure 3.11.23): This
message appears if the liquid QC requirements for a schedule were not completed
within the grace period. Some cartridges will be inactive until the schedule requirements
are satisfied.

Note 3.1: If “Inactive Carts” (Figure 3.11.24) message appears, users can press the
listed number on the handheld keypad to display which cartridges are currently inactive.

“i-STAT QC Past Due — Cartridge Testing Disabled” (Figure 3.11.25): This message
will appear if the liquid QC requirements for a schedule were not completed within the
grace period, and if the handheld is configured for “non-information-first” or “information-
first with cartridge lot number disabled”. In these scenarios, if any cartridge type is
locked out, all cartridge types are disabled.

G5z ESER 1 1231 B30CT11 B5:57 B40CT11
Test Menu Test Menu Test Menu

1-Last Result 1-Last Result 1-Last Result

2-i-STAT Cartridge 2-i-5TAT Cartridge 2-i-STAT Cartridge

3-Ihactive Carts

Mesxt i-STAT QO i-5TAT QC Due [C Paszt Due-Hot ALL
GI0CT11 @386 Complete Before Cartridges Are

B40CT11 BS:00 Active For Testing

(Figure 3.11.21) (Figure 3.11.22) (Figure 3.11.23)
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Inactive Carts 1845 A30CT11

B3+ EC4+ Test Menu
CHEMZ+ CGEE+
E] &+ 1-Last Result
Bt Lrea —i-STAT Cartridge
cThl
i-STAT QC
Fast Due
Cartridge Testing
[Dizabled
(Figure 3.11.24) (Figure 3.11.25)

Note: When the handheld is customized for multiple liquid QC schedules, there is
a hierarchy which determines which of the four messages above will appear on
the Test Menu display. The messages will appear in this order:

i-STAT QC Past Due — Cartridge Testing Disabled

QC Past Due — Not All Cartridges Are Active For Testing

i-STAT QC Due — Complete Before (Date)

Next i-STAT QC (Date)
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Quality Tests Menu

When testing liquid QC material and the user has selected 1-Control in the Quality Tests

Menu on the handheld, a new “Select QC Event” screen (Figure 3.11.26) will then appear on
the display.

The user has the following options to choose from on this screen:

If the user presses 2, 3 (if applicable), or 4 (if applicable) on this screen, they will then be

1-Unscheduled: selecting this option allows the user to perform a liquid QC run

which will not be applied to a customized liquid QC schedule(s).

2-Schedule 1, 3-Schedule 2 (if applicable), or 4-Schedule 3 (if applicable):
selecting one of these options will allow the user to apply the liquid QC run to one of

the customized schedules.

taken to a screen where they can select the cartridge type to be run (Figure 3.11.27).

Note: The number in parentheses next to the cartridge name indicates how many control
fluids remaining to be run on cartridges of that type and pass, in order to satisfy the QC

Profile (Figure 3.11.27).

Once the cartridge type is selected, the user is taken to a screen to select the fluid type being
run (Figure 3.11.28).

Once the fluid type is selected, the user proceeds as normal.

Select QAC Event

1-Un=scheduled

2-5chedule 1
i—-STAT @C Due
Complete Before
B4aCT11 a3:66

(Figure 3.11.26)

Select Cartridge

1-i-5STHT CHEMZ2+ (23
2-i-5THT CGS+ (32
I-i-5THT cTnl (22

i-5TAT QC
Fast Due

(Figure 3.11.27)

Select Fluid

1-APOC CHEMS L1
Z2-APOC CHEMEZ L3
3—APOC HCT L1
4-APOC HCT L3

i-STAT aC
Fast Due

(Figure 3.11.28)
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3.12 Operator Competency Notification Feature

The Operator Competency Notification feature for the i-STAT 1 handheld allows a system
administrator (e.g., Point of Care Coordinator or Laboratory Administrator) to define a time
period in which the operator will be notified by a message on the i-STAT 1 handheld display of
their competency expiration date. By default, the feature is turned off.

Functionality

The system administrator will define a time period of notification in the i-STAT/DE Customization
Workspace web page. When the operator scans or enters their operator ID in the i-STAT 1
handheld, if their competency certification will expire within the timeframe set by the system
administrator, a message will appear on the handheld display alerting them of the expiration
date (Figure 3.12.1).

Operator ID
12345
Certification
Expires
15MAY17

1- Continue

e —

(Figure 3.12.1)

Minimum Software Requirements

The minimum software requirements for use of the Operator Competency Notification feature is
summarized as follows:

System Component Minimum Software Requirements

i-STAT/DE > Version 2.3

General Considerations

In order to create Operator Competency Notifications, users must have the i-STAT 1 handheld
and the i-STAT/DE software. This feature is not customizable through the i-STAT 1 handheld
keypad.
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Customizing Operator Competency Notification Feature

i-STAT/DE version 2.3

Note: Abbott Point of Care recommends that customers use the current version of
i-STAT/DE software.

1.
2.

Access the Customization Workspace.

If the location to which this handheld is assigned has a check mark under the Use
Default Profile column, double click the alphanumeric code under Preferences in the
Default Customization Profile column. Otherwise, double click the alphanumeric code
under Preferences for the specific location to which this handheld is assigned.

Once the Preferences window opens, click on the Instrument tab (Figure 3.12.2).

| ID Entry | Test | Cartridge QC | Resufts | Analyte Enable |

(Figure 3.12.2)

In the i-STAT Reserved Data section, type “CE=XXX", where XXX indicates the number
of days (between 1 and 255) in which the operator will be notified of their certification
expiration (Figure 3.12.3).

FSTATR

i
1)
1]

[11]
[=9

Y

Datg |CE=20

(Figure 3.12.3)

Click OK and then answer YES to the question about changing the Preferences
(Figure 3.12.4).

Microsoft Internet Explorer,

?‘/ Do you wank to change preferences?

[ Ok ][ Cancel ]

(Figure 3.12.4)

Download the handheld(s) to i-STAT/DE from a downloader in the location to which the
handheld is assigned. This action should upload the chosen customization features into
the handheld. Repeat step 6 for all handhelds from the same location to be customized.
To customize handhelds from other locations for the same features, return to step 1.
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i-STAT/DE versions greater than 2.3

Note: Abbott Point of Care recommends that customers use the current version of
i-STAT/DE software.

1. Access the Customization Workspace.

2. If the location to which this handheld is assigned has a check mark under the Use
Default Profile column, double click the alphanumeric code under Preferences in the
Default Customization Profile column. Otherwise, double click the alphanumeric code
under Preferences for the specific location to which this handheld is assigned.

3. Once the Preferences window opens, click on the Instrument tab (Figure 3.12.5).

| D Entry | Test | Cartridge QC | Results | Analyte Enable |

(Figure 3.12.5)

4. In the Operator ID section, check the Expiration Notification box (Figure 3.12.6) and type
in the number of days (between 1 and 255) in which the operator will be notified of their
certification expiration.

Expiration Notification |12 days

(Figure 3.12.6)
Click OK and then answer YES to the question about changing the Preferences

Download the handheld(s) to i-STAT/DE from a downloader in the location to which the
handheld is assigned. This action should upload the chosen customization features into
the handheld. Repeat step 6 for all handhelds from the same location to be customized.
To customize handhelds from other locations for the same features, return to step 1.
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3.13 Custom Reportable Range Feature

The Custom Reportable Range feature allows a system administrator (e.g., Point of Care
Coordinator or Laboratory Administrator) to limit the displayed Reportable Range of each
i-STAT analyte (except for ACT Celite or ACT Kaolin) on the i-STAT 1 handheld, on printouts,
and in the electronic test record sent to the Data Manager.

The display ranges on the i-STAT 1 handheld are currently set to factory default values. While
system administrators are not able to broaden the display range wider than the default values,
the Custom Reportable Range feature enables them to restrict the display range to custom
values to meet clinical and regulatory needs. For example, system administrators may wish to
limit the display ranges to values that have been verified using calibration verification materials.

Minimum Software Requirements

The minimum software requirements for use of the Reportable Range Customization feature is
summarized as follows:

System Component Minimum Software Requirements

i-STAT/DE > Version 2.3

Caution(s)

1. Narrowing reportable ranges from the default settings may reduce the clinical utility of
test results. Therefore, ensure all Custom Reportable Ranges meet the clinical
requirements for testing at your facility and are within the analyte reportable range noted
in the i-STAT Cartridge Instructions for Use (IFU) or Cartridge and Test Information
(CTI) sheet for reportable range details.

2. The Custom Reportable Range feature applies to the Patient, Proficiency, and Control
test pathways on the i-STAT 1 handheld, but not to the Cal Ver pathway.

Note: When running controls, if the handheld is customized for User Defined Reportable
Ranges and Auto Pass/Fail detection, the handheld will display the control result based
upon the customized Reportable Range setting, but will base the Auto Pass/Fail
determination on the measured value, irrespective of the Reportable Range settings.

3. Narrowing the reportable range of certain tests may affect the presentation of other
dependent test results. In the table below, if any of the results in the first column are
outside the reportable range, the dependent test results listed in the second column will
be suppressed (displayed as <>).
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Note: Test name is displayed as it would be within the i-STAT/DE Customization
Workspace.

Reportable Range Limitations

Test (Outside the Reportable Range) Dependent Suppressed Tests (displayed as <>)
Na K, Cl, BUN, Anion Gap, Hgb, Hct
Hct Cl, BUN, Anion Gap, Hgb
PCO2 TCO2, Anion Gap, Base Excess, HCO3, sO2
pH TCO2, Anion Gap, Base Excess, HCO3, sO2
HCO3 TCO2, Anion Gap, Base Excess, sO2
Cl Anion Gap
K Anion Gap
TCO2 Anion Gap
PO2 sO2
PT/INR PT WBT

General Notes and Considerations

1.

The Custom Reportable Range feature is only available on the i-STAT 1 handheld, and
not the i-STAT Portable Clinical Analyzer (i-STAT 200 series model).

In order to use the Custom Reportable Range feature, users must have the i-STAT 1
handheld and i-STAT/DE software. This feature is not customizable through the
i-STAT 1 handheld keypad.

Changes to the reportable range may require a change to the LIS interface. Please
contact your interface vendor.
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Customizing the Custom Reportable Range Feature
1. Access the Customization Workspace.
2. Make sure the “Enable Customization” box (Figure 3.13.1) has a check mark in it.

Also, make certain that the Enabled box (Figure 3.13.2) is checked for the particular
location to which the i-STAT 1 handheld is assigned.

Location Enabled|

|| Enable Customization Ed
Lab

(Figure 3.13.1) (Figure 3.13.2)

3. If the location where this handheld is assigned has a check mark under Uses Default,
under the Default customization profile: column (Figure 3.13.3), double click the
alphanumeric code under Preferences (Figure 3.13.3). Otherwise, double click the
alphanumeric code under the Preferences column (Figure 3.13.3) for the specific
location to which this handheld is assigned.

(Figure 3.13.3)

4. Once the Preferences window opens, click on the Results tab.

b - reldroncos - Didaita

Scheitn Frpburend | D Enery Teat Coavgge Q0 | ﬂ\l@ Resuls )ﬂﬁml vl Lo

(Figure 3.13.4)
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5. In the Custom Reportable Ranges section (Figure 3.13.5), use the page numbers
below the table to find the analyte row which you wish to customize, and click Edit at the
right end of that row. Type in the customized Reportable Range value for the Low or
High Reportable Range, and then click Update. Repeat step 5 until all customized
Reportable Range data have been entered.

[DEFAULTD

Reference Ranges Action Ranges ( El]stom Reportable Range;w‘ ‘)
: Analyte Low High Low High T ow— —High—

cih o Na 133 146 999999 93999.9 -99999.9 599999 Edit
K 35 49 -88858 8 99899 9 9809583 99859.9 Edit
cl ] 109 -99998.9 99995.9 -99999.9 59980.9 Edit

Default Yalues s - + 1 + +
BUN ] 26 -99898.9 95895 9 -99999 3 99998 9 Edit
Crea 06 13 -539595.9 99995 9 -95999.9 999595 Edit

(Figure 3.13.5)

Note 5.1: All analytes listed in the table can be customized, with the exception of ACT
Celite and ACT Kaolin results .

Note 5.2: Users may customize either the upper or lower limit of the Reportable Range,
or both. Analytes in the Custom Reportable Ranges table that are left with the default
cell value of -99999.9 or +99999.9 will continue to report the analyzer software default
Reportable Ranges listed in the i-STAT Cartridge Instructions for Use (IFU) or Cartridge
and Test Information (CTI) sheets located at www.pointofcare.abbott.

Note 5.3: Users may not broaden the displayed Reportable Range beyond the default
values. If a value outside the default Reportable Range is entered, the handheld will
continue to display the default Reportable Range values for that analyte.

Note 5.4: Users should enter range values consistent with the resolution of the
analyte/unit being customized. For example, since sodium results are reported in whole
numbers on the handheld, users should select customized range values in whole
numbers.

Note 5.5: Users are responsible for ensuring that the entered Reportable Range values
are appropriate for the Unit Set in use in the handheld.

6. Click OK and answer OK to the question about changing the Preferences
(Figure 3.13.6).

Microsoft Internet Explorer

v ..J/ Do wou wank to change preferencesy?

[ Ok l [ Cancel ]

(Figure 3.13.6)

7. Download the handheld(s) to i-STAT/DE from a downloader in the location to which the
handheld is assigned. This action will upload the chosen customization features into the
handheld. Repeat step 7 for all handhelds from the same location to be customized. To
customize handhelds from other locations for the same features, return to step 1.
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Confirming that the custom Reportable Ranges Have been Transferred to
the i-STAT Handheld from i-STAT/DE

1.

o o bk 0w D

Power on the i-STAT 1 handheld and press MENU once to get to the Administration
Menu (Figure 3.13.7).

Press 4 - Customization (Figure 3.13.7).
Press 1 - View (Figure 3.13.8).

Press 5 - Results (Figure 3.13.9).

Press 2 - Display Ranges (Figure 3.13.10).

View the displayed Reportable Ranges (Figure 3.13.11). If the analyte customized for
Reportable Ranges does not appear on the first page of the screen, press the = key to
find the page containing the analyte which has the customized display range and view
the customized values. In the example below (Figure 3.13.11), the sodium Reportable
Range has been customized to 110-170 mmol/L. Blood Gas analytes (pH, PCO2, and
PO2) will display "See IFU" for default and customized Reportable Ranges. See the
i-STAT Cartridge IFU or CTI for default Reportable Ranges limits or the i-STAT/DE
customization workspace for customized Reportable Range limits.

14536 26JUL11

o ) Customization g
Administration Meno PP p— Customization
1-Analyzer Status
2-Data Review 1-Uigw 1-Analyzer
I-Ruality Tests 2=Change 2-10 Entry
d-Customization 3-Patient Tests
5-5Set Clock 4—QC Tests
&—Transmit Data S-Results
7-Utility
(Figure 3.13.7) (Figure 3.13.8) (Figure 3.13.9)

; Result P —
Ul..?u - Snits a?-:!uRsanges Units a?':duRanes
Customization cl mmol/L GICRCaL
Pesults Dsp 65/140 SR IR

K mmol/L

Dsp 2.8/9.0 Crea mg/dL

1-Act~Fef Ranges Dsp ©.2/20.0
2-Di=play Ranges
3—Units

4—Options

Na mmol/L
Dsp 116/170 [

See IFU

BUN mg/dL

Dsp 3/140 eca

See IFU
ica mmol/L

Dsp ©.25/2.50 ez

See IFU

Page

Page

(Figure 3.13.10) (Figure 3.13.11) (Figure 3.13.12)

Note: Analyzer display screen images are for representational purposes only.
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3.14 Customizing Reference and Action Ranges

The i-STAT/DE customization workspace provides a system administrator (e.g., Point of Care
Coordinator or Laboratory Administrator) with the ability to customize the reference range and/or
action range for analytes.

The reference ranges on the i-STAT 1 handheld are currently set to factory default values. For
details on reference range values, see the i-STAT Cartridge Instructions for Use (IFU) or
Cartridge and Test Information (CTI) sheet.

Important Note: Verify that the analyzer customization settings support running the i-STAT
cartridge prior to use.

General Notes and Considerations

1.

In order to customize an analyte reference or action range, users must have the i-STAT
1 handheld and i-STAT/DE software. This feature is not customizable through the
i-STAT 1 handheld keypad.

Changes to the reference and action range may require a change to the LIS
interface. Please contact your interface vendor.

For i-STAT CG4+ Cartridges (P/N 03P85-51), verify that the analyzer customization
settings support running the i-STAT Cartridge prior to use:

o Confirm Action and Reference range limits for pH, PO2, and PCO2 are
within the i-STAT CG4+ Cartridge (P/N 03P85-51) IFU reportable range
limits, or the analyte(s) are disabled for the CG4+ panel.

¢ Incorrect customization of the reference and action range for pH, PO2, or
PCO2 will result in a display message “Invalid Cart. See Admin.” and
inability to obtain test results.

Ensure all Custom Reference and/or Action Ranges meet the clinical requirements
for testing at your facility and fall within the analyte reportable range noted in the
i-STAT Cartridge IFU or CTI sheet.
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Customizing Reference and Action Ranges
1. Access the Customization Workspace.
2. Make sure the “Enable Customization” box (Figure 3.14.1) has a check mark in it.

Also, make certain that the Enabled box (Figure 3.14.2) is checked for the particular
location to which the i-STAT 1 handheld is assigned.

Location Enabled|

|| Enable Customization Ed
Lab

(Figure 3.14.1) (Figure 3.14.2)

3. If the location where this handheld is assigned has a check mark under Uses Default,
under the Default customization profile: column (Figure 3.14.3), double click the
alphanumeric code under Preferences (Figure 3.14.3). Otherwise, double click the
alphanumeric code under the Preferences column (Figure 3.14.3) for the specific
location to which this handheld is assigned.

(Figure 3.14.3)

4. Once the Preferences window opens, click on the Results tab.

Ll v EVeironcod - Dodllte

Sesecton veruret | oeey | et | coveecc | sm<| Resuts |ﬁ>awm'! B Low

(Figure 3.14.4)
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5. In the Reference and/or Action Ranges section (Figure 3.14.5), use the page numbers
below the table to find the analyte row which you wish to customize, and click Edit at the
right end of that row. Type in the customized Reference and/or Action Range value for
the Low or High Range, and then click Update. Repeat step 5 until all customized
Range data have been entered.

( ReferenceRanges\> < Action Ranges > Custom Reportable Ranges
Analyte Tow———High “Low———High Low High
Na 138 148 -999599.9 99999.9 -99999.9 99999.9
K 35 48 -99899.9 55999.9 -95959.9 99599.9
cl 98 108 -39959.9 95999.9 -99599.9 99599.9
Default Values T i i i
BUN & 26 -99959.9 99999.9 -99999.9 99599.9

Crea 0.6 13 -58959.9 99959.9 -59959.9 99999.9

(Figure 3.14.5)

Note 5.1: All analytes listed in the table can be customized.
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Note 5.2: Users may customize either the upper or lower limit of the Reference or Action
Range, or both. Analytes in the Reference or Action Ranges table that are left with the
default cell value of -99999.9 or +99999.9 will continue to report the default Reference
Ranges listed in the i-STAT Cartridge IFU or CTI sheet.

Note 5.3: If using i-STAT CG4+ Cartridges (P/N 03P85-51), along with other i-STAT
Cartridge configurations that contain blood gases such as i-STAT CG8+ cartridge, the
Reference and Action ranges for pH, PO2 and PCO2 must fall within the reportable
range limits noted within the IFU for i-STAT CG4+ Cartridge (P/N 03P85-51).

Note 5.4: If using i-STAT CG4+ Cartridges (P/N 03P85-51), along with other i-STAT
Cartridge configurations that contain blood gases such as i-STAT CG8+ cartridge and a
wider Reference or Action Range is needed for an analyte, such as pH on the i-STAT
CG8+ cartridge, then disable pH on the i-STAT CG4+ Cartridge. For instructions on
disabling or enabling analytes, see Section 3.15 Customizing Analyte Enable Options in
this user guide.

Note 5.5: If using i-STAT CG4+ Cartridges (P/N 03P85-51), for reporting Lactate results
only the Reference and Action range for pH, PO2 and PCO2 must fall within the
reportable range limits noted within the IFU for i-STAT CG4+ (P/N 03P85-51) or the pH,
PO2 and PCO2 must be disabled for i-STAT CG4+ Cartridge. For instructions on
disabling or enabling analytes, see Section 3.15 Customizing Analyte Enable Options in
this user guide.

Note 5.6: Users should enter range values consistent with the resolution of the
analyte/unit being customized. For example, since sodium results are reported in whole
numbers on the handheld, users should select customized range values in whole
numbers.

Note 5.7: Users are responsible for ensuring that the entered Range values are
appropriate for the Unit Set in use in the analyzer.
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6. Click OK and answer OK to the question about changing the Preferences
(Figure 3.14.6).

Microsoft Internet Explorer

?r/ Do you warlk to change preferences?

(Figure 3.14.6)

7. Download the handheld(s) to i-STAT/DE from a downloader in the location to which the
handheld is assigned. This action will upload the chosen customization features into the
handheld. Repeat step 7 for all handhelds from the same location to be customized. To
customize handhelds from other locations for the same features, return to step 1.
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Confirming that the custom Reference and/or Action Ranges Have been
Transferred to the i-STAT Handheld from i-STAT/DE

1.

o o bk w D

Power on the i-STAT 1 handheld and press MENU once to get to the Administration
Menu (Figure 3.14.7).

Press 4 - Customization (Figure 3.14.7).
Press 1 - View (Figure 3.14.8).

Press 5 - Results (Figure 3.14.9).

Press 1- Act/Ref Ranges (Figure 3.14.10).

View the displayed Reference and Action Ranges. If the analyte customized for
Reference and Action Ranges does not appear on the first page of the screen, press the
- key to find the page containing the analyte which has the customized range and view
the customized values.

Note: Incorrect customization of the Reference and Action range for pH, PO2, or PCO2
will result in a display message “Invalid Cart., See Admin.” and inability to obtain test
results (Figure 3.14.11) when scanning the cartridge pouch barcode for i-STAT CG4+
Cartridges (P/N 03P85-51).

1436 2aJUL1L
Administration Menu

1-Analyzer Status
2-[Data Review
I-Buality Tests
4-Customization
S=5et Clock
&-Transmit Data
T-Utility

(Figure 3.14.7)

Uiz
Customization
Results

1-Act<Ref Ranges
2-Display Ranges
J-Units
4-Options

(Figure 3.14.10)

Customization

11726BF2

1-liew
2-Change

(Figure 3.14.8)

Scan
cartridge
Lot Number

230D202200242

Invalid cart.
See Admin.

(Figure 3.14.11)

Liew
Customization

1-Analyzer
2-10 Entry
I-Patient Tests
4-0C Tests
S-Results

(Figure 3.14.9)

Note: Analyzer display screen images are for representational purposes only.
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3.15 Customizing Analyte Enable Options

The i-STAT/DE customization workspace provides a system administrator (e.g., Point of Care
Coordinator or Laboratory Administrator) with the ability to enable/disable a particular analyte on
all i-STAT cartridge types that contain that analyte or on a specific i-STAT Cartridge.

Options are provided to enable/disable an analyte globally or by panel. By default all analytes
are enabled on the i-STAT Cartridge across all cartridge configurations.

Important Note: Verify that the analyzer customization settings support running the i-STAT
cartridge prior to use.

General Notes and Considerations

1.

In order to enable or disable an analyte, users must have the i-STAT 1 handheld and i-
STAT/DE software. This feature is customizable through the i-STAT 1 handheld keypad

to enable/disable analytes globally. To disable analytes by i-STAT Cartridge panel, users
must use i-STAT/DE.

Use of the analyte enable options may require a change to the LIS interface.
Please contact your interface vendor.

Customizing the Analyte Enable Options

1.

Access the Customization Workspace.

2. Make sure the “Enable Customization” box (Figure 3.15.1) has a check mark in it.

Also, make certain that the Enabled box (Figure 3.15.2) is checked for the particular
location to which the i-STAT 1 handheld is assigned.

Location Enabled

|| Enable Customization el
Lab

(Figure 3.15.1) (Figure 3.15.2)

If the location where this handheld is assigned has a check mark under Uses Default,
under the Default customization profile: column (Figure 3.15.3), double click the
alphanumeric code under Preferences (Figure 3.15.3). Otherwise, double click the
alphanumeric code under the Preferences column (Figure 3.15.3) for the specific
location to which this handheld is assigned.
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(Figure 3.15.3)
4. Once the Preferences window opens, click on the Results tab.
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(Figure 3.15.4)
5. In the Analyte Enable section (Figure 3.15.5), two options are available:
Apply Globally: Analyte(s) can be disabled or enabled for all cartridge types.
Apply by Panel: Analyte(s) can be disabled or enabled by cartridge type.

Check/Uncheck the box next to the analyte in the Apply Globally and/or Apply by Panel

to Enable/Disable the analyzer. Repeat step 5 until all customization has been entered.
<ja.o;>|yc;sanau,- ) C/Ap‘,‘-‘(hy Pansl >
Analyts | Enabled :;&‘7_,,\_‘: Analyte | Enabled
Na Na
K
cl
Urea
Crea
Glu
Lac
AnGap PCO2
Het
Hb HCO3
iCa TCO2

pH BE

RIEEE R R R R E R R E

PCO2 302
PO2
HCO3
TCO2

BE

s02

ACT WBT
aPTT
T+
INRs

BT

INR

cTnl

REEEEEDEEREEREEREDERDEERERERRBRR

CK-MB

(Figure 3.15.5)
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Note 5.1: All analytes listed in the table can be customized.

Note 5.2: When an analyte is enabled and has a customized reference and/or action
value outside the Reportable Range, the analyzer will display a message “Invalid Cart.
See Admin.” and test results will not be displayed.

6. Click OK and answer OK to the question about changing the Preferences
(Figure 3.15.6).

Microsoft Internet Explorer

?/ Do you want bo change preferences?

(Figure 3.15.6)

7. Download the handheld(s) to i-STAT/DE from a downloader in the location to which the
handheld is assigned. This action will upload the chosen customization features into the
handheld. Repeat step 7 for all handhelds from the same location to be customized. To
customize handhelds from other locations for the same features, return to step 1.
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Confirming that the Custom Analyte Enable Options Have been Transferred
to the i-STAT Handheld from i-STAT/DE

1.

o o bk w D

Power on the i-STAT 1 handheld and press MENU once to get to the Administration

Menu (Figure 3.15.7).

Press 4 - Customization (Figure 3.15.7).

Press 1 - View (Figure 3.15.8).

Press 5 - Results (Figure 3.15.9).

Press 3 - Units (Figure 3.15.10).

View the enabled/disabled analytes. Analytes enabled will display ranges and unites of
measure. Analytes that are “Disabled” will be indicated as such (Figure 3.15.11). If the
analyte does not appear on the first page of the screen, press the = key to find the page
containing the analyte to view whether it is enabled or disabled.

14138 26JUL11
Administration Menu

1-Analyzer Status
2-Data Review
JI—-Ruoality Tests
d4-Customization
S-Set Clock
&—Transmit Data
F-Utility

(Figure 3.15.7)

Llign
Customization
Results

1-Act<Ref Ranges
2-Display Ranges
3-Units
4-0pticns

(Figure 3.15.10)

Customization
11726BP2

1-Uiew
2-Chanhge

(Figure 3.15.8)

Units and Ranges
Glu mo/dL
Dsp 20/700

Crea mg/dL
Dsp ©.2/20.0
pH

Disabled

PCo2
Disabled

P02
Disabled

Page

(Figure 3.15.11)

Results

Lz
Customization

1-Analyzer
2-10 Entry
I-Patient Tests
4-0C Tests
S-Results

(Figure 3.15.9)

Note: Analyzer display screen images are for representational purposes only.
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4. Troubleshooting

4.1 Troubleshooting installation or upgrade of the i-STAT/DE Software

This section provides a table listing the issues, potential cause, and possible resolution for
problems that may occur during the installation or upgrade of the i-STAT/DE software.

IMPORTANT NOTES:

e The operating system and application software types listed below will interfere with the
installation, upgrade, and functional components of i-STAT/DE software when exclusions or
bypass mode options are not utilized to allow the i-STAT/DE software to perform as
intended. It is recommended that these operating system and application software types are
set with the guidance provided in Section 1.4 Technical Considerations.

Anti-Virus and/or Malware Protection Software
Non-Malware Protection Software
Ransomware Software

Threat Hunting Software

Application Control Software

Storage Management Software

O O O 0O O O

o Attempting to execute the i-STAT/DE software from a location on a shared drive, USB or
encrypted USB may cause the installation or upgrade to fail. It is recommended that the
i-STAT/DE software installation or upgrade be executed on the target computer,
preferably from the disc drive or the local hard drive.

e During an upgrade, the relevant stored procedures are updated, and a check is performed
for the existence of STATNotes items having duplicate internal IDs. If duplicate IDs are
detected, a warning will be recorded in both the Application Log of the Event Viewer and in
the DMI Error Log which can be viewed through the i-STAT/DE Status & Configuration
web application. Detection of this condition has no impact on the success of the upgrade.
The condition is simply recorded. The text of the message will be:

A technical issue in your STATNotes configuration has been identified by the setup
utility. Please contact your local support organization for assistance.

o The following folder, C:\APOC, will be created as part of the i-STAT/DE version 2.10
installation process for new installations and for upgrades that have updated the website
and file locations as per Section 2.2 Installing a Software Upgrade, Websites and Physical
File Locations for Upgrades. The installation routine needs to have administrative
privileges to the local C drive to ensure proper installation.

Note: The following folder, C:\Istat32 will be maintained for customers that upgrade to
i-STAT/DE version 2.10 without updating the website and physical locations. See Section
2.2 Installing a Software Upgrade, Websites and Physical File Locations for Upgrades for
more information.
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Problem

Unable to
install/upgrade
and/or “Access
Violation Error”
Displayed

Cause

i-STAT/DE services
stopped prior to
execution of upgrade

Resolution

Verify that the following i-STAT/DE services
are running and that each service option for
Set all Recovery is set to Take No Action,
then execute upgrade:

e SQL Anywhere —iSTATDEDB

¢ |statDeComSrv

e i-STAT/DE Update Monitor

e -STAT/DE Data Processor Service
o [statEVASSrv

If the services are not running or the service
recovery properties are set to Restart— then
start services or set the services property to
Take No Action.

Server windows
account is restricted

Verify that the windows account logged into
the server has been assigned full
administrative rights and/or is not restricted
from executing the software upgrade
executable package.

Server windows
account is in both users
and admin groups

Verify that the windows account logged into
the server is part of the admin group only.
Having the user in both groups prevents
user from having the rights needed to
execute installation or upgrade.

Folder Restrictions: the
following folder does
not have read/write
access to the Istat32 or
DE folder:

Verify that there are no restrictions to the
Istat32 or DE folder to ensure that the
software upgrade can read, write and delete
if necessary as part of the upgrade process.

For customers that upgrade with 32-bit or
64-bit Windows: C:\Istat32

For new installations and upgrades that
updated the folder location:

64-bit Windows - C:\Program
Files(x86)\APOC

32-bit Windows — C:\Program Files\APOC
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Problem Cause

During the During the SQL
software anywhere migration
database process, the i-STAT/DE
upgrade service(s) restart
process, SQL unexpectedly
Anywhere or

Borland

Database

Engine (BDE)
launches but
does not run

Resolution

Verify that the following i-STAT/DE services
are running and that each service option for
Set all Recovery is set to Take No Action
then execute upgrade:

e SQL Anywhere - iSTATDEDB

o [statDEComSrv

¢ i-STAT/DE Update Monitor

e i-STAT/DE Data Processor Service
o |IstatEVASSrv

If the services are not running or the service

recovery properties are set to Restart — then
start services or set the services property to

Take No Action

The i-STAT/DE
database default
settings may have
changed post initial
installation preventing
access to the database
or there may be an
issue with the software

Contact your local technical services group.
Please collect and provide the information
below:

e DE version

e Screenshot of any errors on
Server/Workstation

e Screenshot of web page

installation does
not execute
from share or
alternate drive
on server

directly from the file,

the software upgrade
file must be placed
under the root of the C:\
drive to execute
successfully

component.
e Documentation of the link being used
o The last time the page was able to display
if at all
e DE log files
e Windows Event logs (System and
Application)
Software If performing the Copy or save the file to the C:\ drive and
upgrade software upgrade execute.
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4.2 Troubleshooting i-STAT/DE Customization and Configuration web

page issues

This section provides a table listing the issues, potential cause, and possible resolution for
problems that may occur during use of the i-STAT/DE software web pages.

Problem

Unable to
access web
page, no error
message or
number
displayed

Cause

Unable to log into
web page or invalid
login message
displayed

Resolution

When the Authentication/Authorization via Active
Directory feature is enabled, access to the
i-STAT/DE webpages will require a valid user
login.

Refer user to the System Administrator to verify
that their user credentials have been added to the
correct Active Directory user group within their
Organization.

User unable to
remember user
login credential for
i-STAT/DE web
pages.

When the Authentication/Authorization via Active
Directory feature is enabled, access to the
i-STAT/DE webpages will require the user to use
their Organizations Active Directory Login.

Refer user to the System Administrator to verify
Active Directory Login credentials.

Incorrect server
hostname or IP
address

Verify that the web page link is being created with
the IP address or server name that the i-STAT/DE
software has been installed on.

Incorrect web page
facility name

Verify that the facility name entered into the data
management application is used as the institution
ID for the i-STAT/DE customization workspace
web page.

Server where
i-STAT/DE
software has been
installed is
powered off or no
longer connected
to the network

Verify that the server is powered on and
connected to the network. May need to work with
the IT department to verify that the server is online
and powered on.

If the server is not powered on or connected to the
network — power on the server, log into the server
and verify network connectivity.

Internet Browser
Settings or
Security software
preventing access
to unregistered site

Verify that the IT department does not require web
page address to be added into the trusted sites in
their Internet Explorer settings on the computer.

Verify that the IT department does not require the
web page address to be registered within the
software utilized at the facility.
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Problem

The
components of
the i-STAT/DE
web page do
not display
properly or are
missing making

Cause

Browser not

compatible with the
Internet Explorer-
based components
of the i-STAT/DE

web pages.

Resolution

again.

If using Internet Explorer contact your local
Technical Services group. If using a browser other
than internet explorer, download and install the
compatible Internet Explorer version and try

displayed when
accessing the
webpage

i-STAT/DE
software

it difficult to

access the

component

needed

A Microsoft Microsoft .NET and | Verify that the Microsoft .NET Framework and IIS
.NET IS windows windows components have not been modified by
Framework or components not updates, security software, domain or network
IIS webpage functioning as policy changes, user account changes, etc.
error is expected with

For information related to the i-STAT/DE website
applications and components, refer to the
following sections in this User Guide:

1. Section 1.2 Installation Planning

Section 1.4 Technical Considerations

2
3. Section 2.1 Installation of i-STAT/DE
4

Section 2.2 Installing a Software Upgrade
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4.3 Troubleshooting Customization for the i-STAT 1 or i-STAT1

Wireless Analyzer

Problem Resolution

No sound on i-STAT 1 or i-STAT 1
Wireless analyzer

Verify the profile on the i-STAT 1 or i-STAT 1
Wireless analyzer and review the profile’s
instrument tab settings in the customization
workspace to verify that the sound is enabled for
the profile displayed in the i-STAT 1 or i-STAT 1
Wireless analyzer.

Date display is incorrect on i-STAT 1
or i-STAT 1 Wireless analyzer.

When the customization preference profile has
‘Synchronize Clock to CDS’ enabled and the
analyzer is in the same time zone as the server
where the i-STAT/DE software is installed,
upload the i-STAT 1 or i-STAT 1 Wireless
analyzer.

If the issue persists, contact Technical Services.

i-STAT 1 wireless function does not
work

Verify the profile on the i-STAT 1 Wireless
analyzer and review the profile’s instrument tab
settings in the customization workspace to verify
that wireless is enabled.

Note: Abbott Point of Care recommends
updating to the most current version of i-
STAT/DE software. Older versions of i-STAT/DE
software may not include “enable wireless”
selection in instrument options.

Operator barcode will not scan

If the barcode scan beam does not or partially
emit(s) when the scan button is pressed, contact
Technical Services.

Verify the profile on the i-STAT 1 or i-STAT 1
Wireless analyzer and review the profile’s ID
Entry tab settings in the customization
workspace to verify Barcode settings selected
for Operator ID barcode being used.
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Problem Resolution

i-STAT 1 analyzer only displays the
last 3 numbers or letters of the
Operator ID or No Operator ID.

The entire Operator ID should
display.

Check the Operator ID entry selections in the
Customization Workspace.

Verify that the correct barcode type has been
selected and if truncation is being used that the
number of first or last digits being truncated is
correct.

i-STAT 1 analyzer will not upload
operator list

Check and confirm that the Operator List feature
is enabled and that there is a data management
software with active, certified operators.

Verify that the i-STAT 1 analyzer is able to
upload successfully.

Patient armband barcode will not
scan

Check Barcode settings for Patient ID on the
profile assigned to the analyzer.

Patient list will not upload onto the i-
STAT 1 analyzer.

Check and confirm that the Patient List feature is
enabled and that there is a data management
software to provide the patient list (limit of 6000
patient IDs per facility)

Verify that the i-STAT 1 analyzer is able to
upload successfully.

Custom Analyte reference ranges
were created but the i-STAT 1
analyzer displays default analyte
reference ranges

Verify the profile on the i-STAT 1 or i-STAT 1
Wireless analyzer and review the profile’s
reference range settings.

Verify that the i-STAT 1 analyzer is able to
upload successfully to obtain updated settings.
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Problem Resolution

i-STAT 1 analyzer is displaying the
default customization preference ID
versus the location-based preference
ID

Verify the profile on the i-STAT 1 or i-STAT 1
Wireless analyzer and confirm whether the
analyzer is designated as “assigned” or
“‘download” in the data management software.

Analyzers that are specified in the data
management software as “assigned” will upload
the profile for the assigned location. Analyzers
that are specified in the data management
software as “download” will upload the profile
based on the location to which they are
uploaded.

NOTE:

Analyzers that are not located under a location in
the data management software may appear in
the “unassigned” institution within the i-STAT/DE
configuration, view instrument webpage. When
this occurs that analyzer will not receive updated
profile settings, lists and data transmitted may
not display in the data management software.
The System Administrator must ensure that
i-STAT 1 and i-STAT 1 Wireless analyzers are
located in the correct location within the correct
facility in the data management software.

Unexpected preference, Clew update
occurred

When the Authentication/Authorization via Active
Directory feature is enabled, audit trails for the
i-STAT/DE Customization workspace page is
recorded within the Windows Application Event
log. See Section 2.4 Authentication/Authorization
via Active Directory for i-STAT/DE webpages,
Audit Trail Logging for more information.

Refer user to the System Administrator to obtain
Windows application event logs.

Analyzer displays “Invalid Cart. See
Admin.” when scanning an i-STAT
CG4+ Cartridge (P/NO3P85-51).

Indicates that the Reference and Action ranges
for pH, PO_, or PCO; are customized outside of
the reportable range noted in the i-STAT CG4+
Cartridge (P/NO3P85-51) IFU.

Refer to Section 3.14 Customizing Reference and
Action Ranges to verify customization supports the
use of i-STAT CG4+ Cartridge (03P85-51).
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4.4 Miscellaneous Troubleshooting for i-STAT/DE features

Patient List Size

Installations having many facilities with large patient list sizes can result in DataSets being
passed to the SetPatientsAll() web method which exceed the default maximum request size of
4096 KB supported by ASP.NET.

The main text of the exception thrown is "Maximum request length exceeded.”, or, in some
cases, “The request failed with HTTP status 404: Not Found”.

The maximum supported length can be increased by making the highlighted changes
(Figure 1.3.1) to C:\inetpub\wwwroot\iSTATDMI\web.config or

C:\Program Files(x86)\APOC\DE\web\iSTATDMI\web.config. The default maximum length is
4096 Kb. In the example shown, this is increased to 8192 Kb (Figure 4.4.1).

Note: the maxAllowedContentLength attribute in the <requestLimits> tag must be exactly
[1024*(maxRequestLength attribute in <htipRuntime> tag)]. The maxRequestLength attribute is
in Kb and maxAllowedContentLength attribute is in bytes.

<?xml version="1.0"7=
<configuration=
<appsettings/=
<connectionstrings,/>
<system. web=
wl-—
Set compilation debug="true” to insert debugging
symbols into the compiled page. Because this
affects performance, set this wvalue to true only
during development.
——x
<compilation debug="false" targetFramework="4.0"/=
al--
The <authentication> section enables configuration
of the security authentication mode used by
ASP.NET to identify an incoming user.
-—x
<authentication mode="Windows" />
<l--
The <customErrors> section enables configuration
of what to do if/when an unhandled error occurs
during the execution of a request. Specifically,
it enables dewvelopers to configure html error pages
to be displaved in place of a error stack trace.

<zcustomErrors mode="RemoteOnly"” defaultRedirect="GenericErrorPage.htm">
<grror statusCode="403" redirect="NoAccess.htm" /=
<grror statusCode="404" redirect="FileMNotFound.htm" />
< customErrors=
-
<pages controlRenderingCompatibilityVversion="3.5" clientIDMode="AutoID" /=
<httpRuntime maxRequestLength="8182" /=
</system. web=
<system. webServer=
<security»
<requestFiltering>
<requestLimits maxAllowedContentLength="8388608" />
</requestFiltering>
</security=
</system.webServer>
</conf1guration>

(Figure 4.4.1)
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4.5 Troubleshooting STATNotes Customization

Problem

Message from Webpage:
“Item belongs to Page(s)
and its deletion is not
allowed”

Resolution

When deleting a parameter item and this message “item
belongs to page(s) and its deletion is not allowed” appears:

This means the parameter item is connected to a
parameter page(s) and that parameter item needs to be
deleted from those parameter page(s) before the item is
deleted.

Message from Webpage:
“Page is in use and cannot
be deleted”

When deleting a parameter page or base page and this
message “Page in use and cannot be deleted” appears:

e This means the parameter page that needs to be
deleted is connected to a Mode or Delivery System
and that parameter page needs to be disconnected
from the Mode or a Delivery System it’s attached to
before it can be deleted.

¢ This means the base page is attached to a cartridge
type and needs to be detached before deleting.

Message from Webpage:
“No available items”

When building additional selection lists and the message
“No available items” appears:

This means the maximum limit of selection list base items
has been met and no more can be built. There can only be
2 additional selection list base items added. The following
should be considered:

o Determine what the other pages are and see if they
are in use. If not delete them.
¢ Contact Technical Services for other options.

Message from Webpage:
“The base page assigned to
the cartridge must contain
the ‘CPB Applied’ item”

When applying a STATNotes Base page and the message
“The base page assigned to the cartridge must contain the
‘CPB Applied’ item.” appears:

This means the cartridge type has Hgb and HCT analytes
and it is mandatory to add CPB Mode. The following
should be considered:

e Add CPB Mode base item to the base page if there
is enough room

¢ |f not enough room, work with the create another
base page specific for that cartridge type and to
include the CPB mode base item.

e Contact Technical Services for other options.
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Problem

Message Displayed: “The
continued length of prompt
and value should not
exceed 16 characters”

Resolution

If the message “The combined length of prompt and value
should not exceed 16 characters” appears:

This means the prompt name in combination with field
length exceeds 16 characters. The following should be
considered:

¢ Rename the prompt by shortening the name
¢ Remove any spaces in the prompt
o See if the field length can be shortened

STATNotes set does not
display

Verify that the STAT Notes feature is enabled in the
customization workspace.

Verify the profile on the i-STAT 1 or i-STAT 1 Wireless
analyzer and review the STAT Notes profile for the location
the analyzer has been assigned to.

Unexpected STATNotes
preference applied to
analyzer

When the Authentication/Authorization via Active Directory
feature is enabled, audit trails for the i-STAT/DE
Customization workspace page is recorded within the
Windows Application Event log. See Section 2.4
Authentication/Authorization via Active Directory for i-
STAT/DE webpages, Audit Trail Logging for more
information.

Refer user to the System Administrator to obtain Windows
application event logs.
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5.1 Technical Assistance

United States and Canada, please contact Technical Services via email:
techsvc@apoc.abbott.com or toll free 1-800-366-8020.

Outside the U.S and Canada, please contact Technical Services via email:
oustechsvc@apoc.abbott.com , toll 609-454-9000 or your local APOC representative.

Abbott Point of Care Technical Services provides remote support when applicable via Abbott
licensed Cisco WebEx in compliance with the Safe Harbor, SSAE16, ISO 27001 and ISO 27002
standards.

The following information may be collected to assist with support:
1. Description of the Problem and troubleshooting already performed
2. i-STAT/DE and Data Management Software Information
a. Version of i-STAT/DE
b. Data Management Software and its version

3. Details of events occurring prior to the problem such as server/workstation patch
updates, network policy updates, etc.

4. Internet Explorer Browser Settings and/or Restrictions
5. Server/Workstation Environment details related but not limited to the following:
a. Exclusions or bypass settings discussed in Section 1.4 Technical Considerations

b. Windows User account permissions
c. Domain, Network, and/or Browser Restrictions
d. Server/Workstation Image or Drive Backups

6. Customization profile files generated through the i-STAT/DE customization workspace
page
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7. i-STAT/DE Log files — located in the i-STAT/DE Software Folder.

Where the “Software Folder Name” is Istat32 or APOC depending on the type of
installation and folder location.

For more information on folder locations, refer to the following sections in this User
Guide:

e Section 1.2 Installation Planning,

e Section 1.4 Technical Considerations
e Section 2.1 Installation of i-STAT/DE

e Section 2.2 Installing a Software Upgrade

For customers that upgrade with 32-bit or 64-bit Windows: C:\Istat32\log
For new installations and upgrades that updated the folder location:
64-bit Windows - C:\Program Files(x86)\APOC\DE\log
32-bit Windows - C:\Program Files\APOC\DE\log

The iStatDMIErrors.txt provides information on the data management interface
component of i-STAT/DE and its interaction with the data management software

The DECOMSVR_LOGxxx.txt provides information on the status of the i-STAT/DE
communication service

The Xmitlogxxxx.txt provides information on the connection of and customization
update of the i-STAT 1 analyzer.

The VASLOG.txt provides information on the status of the i-STAT/DE eVAS service and
file update.

The DeCustLogX.txt log, where “X” indicates number, provides information on errors
received accessing the customization page.

Note: The files above do not contain protected health information.

8. i-STAT/DE Configuration and/or Data Manager Interface details located within the
i-STAT/DE configuration webpage

9. Server/Workstation Operating System Log files for Application and System events
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Appendix

A1. Quality Check Code Report Categorization

The following table provides the quality check code categorization for data management reports
that categorize i-STAT Quality check codes.

Category Name i-STAT 1 Quality Check Codes

Other

12,13,14,19,20,22,23,25,26,27,28,29,32,33,40,41,44,45,46,
48,49,50,51,52,53,54,55,56,57,58,59,60,61,62,63,64,65,66,
67,68,69,70,71,72,73,74,75,76,77,78,79,80,81,82,83,84,85,
86,87,88,89,90,91,92,93,94,96,97,98,99,117,118,119,120,
121,122,123,124,125,126,129,130,132,133,134,135,136,
137,139,142,143,144,146,147,148,149,150,151,152,153,
154,155,156,157,158,159,160,161,162,163,164,165,166,
167,168,169,170,171,172, 173,174,175

Environment

1,2,3,4,5,6,7,8,9,10,11,15,16,17,18,95

Cartridge Handling

21,24,42,43,47,127,128,140,141

Overfilled Cartridge

30,37

Unable to Position Sample

31,34

Underfilled Cartridge

35,36,131,138,145

Insufficient Sample

38,39
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