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1. Using the manual

1.1 Aims

The effort which has gone into creating this manual aims to offer all the necessary
information to guarantee a safe and correct use of the Digistat Smart Central product
and to allow the manufacturer identification. Furthermore, this document aims to
describe every part of the Product, it also intends to offer a reference guide to the user
who wants to know how to perform a specific operation and a guide for the correct
use of the Product so that improper and potentially hazardous uses can be avoided.

The use of Digistat Smart Central requires a basic knowledge of information systems

concepts and procedures. The comprehension of this manual requires the same
knowledge.
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1.2 Characters used and terminology

The use of Digistat Smart Central requires a basic knowledge of the most common IT
terms and concepts. In the same way, understanding of this manual is subject to such
knowledge.

Remember that the use of Digistat Smart Central must only be granted to
professionally qualified and properly trained personnel.

When consulting the online version, cross-references in the document work like
hypertext links. This means that every time you come across the reference to a picture
(e.g. “Fig 7”) or to a paragraph / section (e.g. “paragraph 2.3”), you can click the
reference to directly go to that particular figure or that particular paragraph / section.

Every time a reference is made to a button, this is written “Bold”. For example, in
expressions like:

» Click the “Update” button,

“Update” is a button featured on the screen being described. Where possible, it is
clearly indicated in a figure (with cross references as “See Fig 7 A”.

The character * is used to indicate an action which the user must perform to be able
to carry out a specific operation.

The character # is used to indicate the different elements of a list.

08 November 2018 10
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1.3 Symbols

The following symbols are used in this manual.

Useful information

characteristics and use of Digistat Smart Central. This may be
explanatory examples, alternative procedures or any “extra”
information considered useful to a better understanding of the
product.

[
1 This symbol appears alongside additional information concerning the

Caution!

, The symbol is used to highlight information aimed at preventing

improper use of the software or to draw attention to critical
procedures which might cause risks. Consequently, it is necessary to
pay extreme attention every time the symbol appears.

The following symbols are used in the about box:

Attention, consult accompanying documents

u Indicates the manufacturer’s name and address

R Only Caution: US Federal and Canadian law restricts this device to sale by
or on the order of a licensed medical practitioner

Unlc!ue Unique device identification. The unique device identification (UDI)
Device o . . . . . .
o system is intended to assign a unique identifier to medical devices
Identifier - :
(UDI) within the United States.
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2. Intended use

The intended use of the Digistat Smart Central is to provide an interface with clinical
systems to forward information associated to the particular event to the designated
display device(s). For medical, near real time alarms, the Digistat Smart Central is
intended to serve as a parallel, redundant, forwarding mechanism to inform healthcare
professionals of particular medical related events. The Digistat Smart Central does not
alter the behaviour of the primary medical devices and associated alarm
annunciations. The display device provides a visual, and/or audio and/or vibrating
mechanism upon receipt of the alert.

The Digistat Smart Central is intended for use as a secondary alarm. It does not replace
the primary alarm function on the medical devices.

2.1 Patient population

The product is a software application intended to be used on selected central stations
and mobile devices. It is used to provide a secondary display of physiological and
technical parameters and alarms from the connected medical devices and systems for
remote monitoring and alarm surveillance.

The product is not in contact with the patient, it is intended to forward the information
generated by the connected medical devices and systems, and it does not generate
patient related alarms. As a consequence, the patient population and patient
conditions are established by the medical devices and systems with which the product
is connected.

2.2 “Off-label” use of the Product

Every use of the Product outside what explicitly stated in the “Intended use” (usually
referred to as “off-label” use) is under the full discretion and responsibility of the user
and of the healthcare organization.

The manufacturer does not guarantee in any form the Product safety and suitability for
any purpose where the Product is used outside the stated “Intended use”.

2.3 Maintenance and technical support

ASCOM UMS declines all responsibility for the consequences on the safety and
efficiency of the product determined by technical repairs or maintenance performed
by personnel not explicitly authorized by ASCOM UMS and/or Distributor.

The attention of the user and of the healthcare organization is drawn to their
responsibilities, in view of the local legislation regarding occupational safety and
health and any additional local site safety policies.

The ASCOM UMS/Distributor Service is able to offer customers the support needed to
maintain the long-term safety and efficiency of the devices supplied, guaranteeing the
skill, instrumental equipment and spare parts required to guarantee full compliance of
the devices with the original construction specifications over time.
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2.4 Manufacturer’s responsibility

Ascom UMS is responsible for the product’s safety, reliability and performance only if:

° Use and maintenance comply with User Manual instructions;

° This Manual is stored in good conditions and all sections are readable;

. Configurations, changes and repairs are only performed by personnel
trained and authorized by Ascom UMS ;

° The Product’s usage environment complies with applicable safety
regulations;

. The electrical wiring of the environment where the Product is used complies
with applicable regulations and is efficient.

Should the Product be part of a “medical electrical system” through

electrical and functional connection with medical devices, the
healthcare facility is in charge of the required electrical safety
P9 verification and acceptance tests, even where Ascom UMS performed

in whole or in part the necessary connections.

2.5 Product traceability

In order to ensure device traceability, the former Product owner is requested to inform
Ascom UMS/Distributor about any ownership transfer by giving written notice stating
the product, former owner and new owner identification data.

Product data can be found in the product labeling (the “About box” displayed within
the product — see paragraph 5.10.4).

In case of doubts/questions about product labeling and/or product identification
please contact Ascom UMS/Distributor technical assistance (for contacts see section
10).
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2.6 Post-market surveillance

The device is subject to a post-market surveillance. Ascom UMS, its distributors and
dealers must provide, for each marked copy, information concerning actual and
potential risks, either for the patient or the User, during the Product’s life cycle.

In case of deterioration of the Product characteristics, poor performance or inadequate
user instructions that have been or could be a hazard to either the patient or User’
health or to environmental safety, the User must immediately give notice to either
Ascom UMS or its Distributor.

The product details can be found on its labeling.

On reception of a user feedback Ascom UMS will immediately start an investigation of
the the reported nonconformity in order to take the required actions.

2.7 Product life

The life time of the product does not depend on wearing or other factors that could
compromise safety. It is influenced by the obsolescence of the executing environment
(e.g. computers, servers, operating system) and is therefore assessed as 5 years since
the release date of the specific Product version. During this period, Ascom UMS is
committed to fully support the Product.
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3. Software/Hardware specifications

Digistat Smart Central must only be installed by trained authorized

personnel. This includes Ascom UMS/Distributors staff and any other
, person specifically trained and explicitly authorized by Ascom

UMS/Distributor. Without an explicit, direct authorization from Ascom

o UMS/Distributor, the healthcare organization staff are not authorized
to perform installation procedures and/or to modify Digistat Smart
Central configuration.
Digistat Smart Central must only be used by trained personnel.

, Digistat Smart Central cannot be used without having a proper

P9 training, performed by Ascom UMS/Distributors staff.

The information provided in this chapter covers the manufacturer’s obligations
identified by the IEC 80001-1:2010 standard (Application of risk management for IT-
networks incorporating medical devices).

According to the IEC 60601-1 standard, in case where an electrical equipment is
positioned close to the bed, the use of “Medical grade” devices is required. In these
situations medical grade PANEL PCs are usually used. The hospital shall take into
account any other local regulation that may supplement these requirements.

3.1 Central & Bedside

3.1.1 Hardware

Minimum hardware requirements:

e [Intel® i3 processor (or faster)

e Memory: 4 GB RAM

e Hard Disk: at least 60 GB of available space

e Monitor: 1024 x 768 or higher (1920 x 1080 suggested).

e Mouse or other compatible device. Touch screen recommended.
e FEthernet interface 100 Mb/s (or higher)

e CD/DVD Drive or possibility to copy the installation files

3.1.2 Operating System

e Microsoft Corporation Windows 7 SP1 x86/x64 Professional
e Microsoft Corporation Windows 8.1 x64 Professional
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e Microsoft Corporation Windows 10

3.2 Server

3.2.1 Hardware

Minimum hardware requirements:

e Intel®i5 processor (or faster)

e Memory: 4 GB RAM (8 GB recommended)

e Hard Disk: at least 120 GB of available space

e Ethernetinterface 100 Mb/s (or higher). 1 GB recommended.
e CD/DVD Drive or possibility to copy the installation files

3.2.2 Operating System

e Microsoft Corporation Windows Server 2012 R2
e Microsoft Corporation Windows Server 2016

3.2.3 System Software

e Microsoft SQL Server 2008R2
e Microsoft SQL Server 2012
e Microsoft SQL Server 2014
e Microsoft SQL Server 2016
e Microsoft SQL Server 2017

3.3 Digistat Smart Central Mobile

Digistat Smart Central Mobile has been verified on the Ascom Myco SH1 Wi-Fi and
Cellular Smartphone device, with Android version 4.4.2 (Myco 1) and 5.1 (Myco 2). It is
therefore compatible with Myco 1 and Myco 2 mobile devices. The application is
designed to be compatible with other Android devices with a minimum screen size of
3.5”, and compatibility with a specific device must be verified before clinical use.

Please contact Ascom UMS for the full list of devices that support Digistat Smart
Central Mobile.
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3.4 General warnings

To correctly use Digistat Smart Central, the Microsoft Windows Display
Scaling must be set to 100%. Different settings may prevent the
product from starting or cause malfunctions in the way Digistat Smart
Central is visually displayed. Please refer to the Microsoft Windows
documentation for instructions on the Display Scaling settings.

The minimum vertical resolution of 768 is supported only if Digistat
Smart Central is configured to run in full-screen mode or if the
Windows tray bar is in Auto-hide mode.

The computers and the other connected devices must be suitable for
the environment in which they are used and must, therefore, comply
with the relevant regulations.

It is mandatory to follow the manufacturer instructions for storage,
transport, installation, maintenance and waste of third parties
hardware. These procedures must be performed only by qualified and
authorized personnel.

The use the Product together with any software other than those
specified in this document may compromise the safety, effectiveness
and design controls of the Product. Such use may result in an increased
risk to users and patients. It is mandatory to consult an authorized
Ascom UMS or Distributor technician before using together with the
Product any software other than those specified in this document.

If the hardware on which the Product runs is a stand-alone computer,
the user shall not install any other software (utilities or applications
programs) on the computer. It is suggested to apply a permission policy
that prevents users from performing procedures such as the installation
of new software.

08 November 2018
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The healthcare organization shall implement for the Digistat Smart
Central workstations a date/time synchronization mechanism to a
P reference source.

3.4.1 Cybersecurity controls

To protect the Digistat Smart Central from possible cyber-attacks, it is necessary that:

- the Windows® Firewall is active both on the client PCs and the server;
- antivirus software is installed and regularly updated both on the client PCs and the
server.

The healthcare organization shall ensure that these two protections are activated.
Ascom UMS tested the Product with F-Secure Antivirus but, considering the strategies
and policies already existing in the healthcare organization, the actual choice of the
antivirus is left to the healthcare organization. Ascom UMS cannot ensure that Digistat
Smart Central is compatible with any antivirus or antivirus configuration.

Some incompatibilities have been reported between parts of Digistat

, Smart Central and Kaspersky antivirus. The solution to these
incompatibilities required the definition of specific rules in the antivirus
o itself.

It is suggested to only keep open the TCP and UDP ports actually

, needed. These may change according to the Digistat Smart Central
configuration. Please refer to the Ascom UMS/Distributor technical
o assistance for more information.

3.5 Local network features

This section lists the features of the local network on which Digistat Smart Central is
installed in order to guarantee the Product’s full functionality.

. Digistat Smart Central uses a TCP/IP traffic protocol.

. The LAN must not be congested and/or full loaded.

. Digistat Smart Central requires at least a 100 Megabit LAN available to the
client workstation. 1 Gigabit Ethernet backbones would be worthwhile.

. There must not be filters in the TCP/IP traffic between workstations, server
and secondary devices.

. If the devices (server, workstations and secondary devices) are connected to
different subnets there must be routing in these subnets.
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. Itis recommended to adopt redundancy strategies to ensure network service
availability in case of malfunction.
° It is recommended to schedule, together with Ascom/Distributors, the

maintenance calendar in order to let Ascom or the authorized Distributor
efficiently support the healthcare organization in managing the possible
disservices caused by maintenance activities.

If the network does not match the requested features, Digistat Smart
Central performance gradually deteriorates until timeout errors occur.
P The Product may finally switch to “Recovery” mode.

In case a WiFi network is in use, given the possible intermittency of

the WiFi connection, network disconnections are possible, that cause
, the activation of the “Recovery Mode” and the consequent Product

unavailability. The healthcare organization shall ensure an optimal
network coverage and stability, and train the personnel in the
management of these temporary disconnections.

3.5.1 Digistat Smart Central impact on the healthcare organization network

Digistat Smart Central impacts the local network of the healthcare organization. This
section provides information on the traffic generated by Digistat Smart Central on the
network in order to make it possible for the structure to evaluate and analyze the risks
related to the introduction of Digistat Smart Central.

The bandwidth used by Digistat Smart Central depends on many different factors. The
most important are:

° Number of workstations,

. Number of workstations configured as central stations,

. Number and type of devices dedicated to data acquisition
. Interfaces with external systems,

. Digistat Smart Central configuration and mode of use.

In a configuration with acquisition on 100 beds where every bed collects data from 1
ventilator, 1 patient monitor and 3 infusion pumps, and with 10 Digistat Smart Central
workstations showing 10 beds each, the following bandwidth occupation values can
be indicatively predicted.

Average: 0.8 — 6 Mbit/s

Pitch: 5 — 25 Mbit/s
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4, Before starting

4.1 Installation and maintenance warnings

The following warnings provide important information on the correct installation and
maintenance procedures of the Digistat Smart Central product. They must be strictly
respected.

/

Maintenance and repairs procedures shall be performed in compliance
with  Ascom UMS instruction only by Ascom UMS/Distributor
technicians or personnel trained and authorized by Ascom
UMS/Distributor.

Digistat Smart Central must be installed and configured only by specifically trained
and authorized personnel. This includes Ascom UMS (or authorized Distributor) staff

and any other person specifically trained and authorized by Ascom UMS/Distributor.
Similarly, maintenance interventions and repairs on Digistat Smart Central must be
performed according to Ascom UMS guidelines only by Ascom UMS/Distributor
personnel or another person specifically trained and authorized by Ascom
UMS/Distributor.

/

Digistat Smart Central must be installed and configured only by
specifically trained and authorized personnel. This includes Ascom
UMS (or authorized Distributor) staff and any other person specifically
trained and authorized by Ascom UMS/Distributor.

Use third party devices recommended by Ascom UMS/Distributors.
Only trained and authorized people can install third party devices.

Incorrect installation of the third party devices can create a risk of injury to
the patient and/or operators.

Meticulously observe the manufacturer’s instructions for the installation of
third party hardware.

Make provision for regular maintenance of the Product according to the
instructions present in this manual and those provided with the third party
devices.

The Digistat Smart Central USB dongle must be stored and used in eligible
environmental conditions (temperature, humidity, electromagnetic fields
etc.), as specified by the dongle manufacturer. These conditions are
equivalent to those required by common office electronic devices.
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. Within the “Patient Area” (see Fig 1) it is recommended to use easily washable
devices that are protected from liquids.

. Within the “Patient Area” (see Fig 1) it is recommended to use washable,
sterilizable rubber keyboards and mouse devices. For “touch screens” it is
recommended to adopt capacitive technology (insensitive if used with
gloves) because it discourages using gloves (sometimes contaminated).

\ 25m

1i5m _ 15m - -

L

Fig 1- Patient Area
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4.1.1 Patient Area

The Patient Area is the space where there could be either intentional or unintentional
contact between a patient and parts of the system (i.e. any device) or between a
patient and other persons touching parts of the system (i.e. a physician who
simultaneously touches a patient and other devices). The definition applies when the
patient’s position is previously established; otherwise all possible patient positions
must be taken into account.

, According to IEC 60601-1 standard, every computer placed within the

“Patient Area” must be a medical grade device.
o

According to the hardware license it is the responsibility of healthcare organization to
perform all the required measurements on the electrical safety of the electro-medical
system in use (PC, display and other possible connected devices) taking full
consideration of the environment in which they are used.

Should the installation result in the establishment of a “medical
electrical system” through electrical and functional connection of
, devices, the healthcare organization is in charge of the required safety
verification and acceptance tests. This responsibility applies even
where Ascom UMS/Distributor performed in whole or in part the wiring
and the necessary connections.
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4.2 Cleaning

Cleaning and disinfection procedures of hardware components must comply with the
usual cleaning/disinfection procedures that the healthcare organization adopts for all
the healthcare organization’s equipment (both fixed and moveable).

, Check the suggested cleaning procedures in the manuals of the

hardware products that are used alongside Digistat Smart Central.
o

4.3 General precautions and warnings

, To guarantee the reliability and security of the software during use,
strictly observe the instructions given in this section of the manual.

Position all PCs appropriately to ensure adequate anterior and posterior
ventilation. Failure to meet hardware ventilation requirements may
P cause equipment failure.

The healthcare organization shall ensure that the maintenance for the

, product and any third party device is implemented as requested to
guarantee safety and efficiency and reduce the risk of malfunctioning

o and the occurrence of possible hazards to the patient and user.

, The Product shall be used only by trained and authorized clinicians.

o
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4. 3.1 Electrical safety

The hardware devices (PC, display, barcode reader, etc...) used together with Digistat
Smart Central must meet the requirements prescribed by the local legislation taking
into consideration the environment in which they are used.

, According to IEC 60601-1 standard, every computer placed within
the “Patient Area” must be a medical grade device.

It is additionally recommended to perform all the relevant measurements on the
leakage currents of the electro-medical system in use (PC, display and possible
connected devices). The healthcare organization is responsible for these

measurements.
The healthcare organization is responsible for all the required
measurements on the electrical safety of the electro-medical system
in use (PC, display and other possible connected devices) taking into
P consideration the actual environment in which the system is used.

4 3.2 Electromagnetic compatibility

The hardware devices (PC, display, barcode reader, etc...) used together with Digistat
Smart Central must meet the requirements prescribed by the local legislation taking
into consideration the environment in which they are used.

4. 3.3 Devices eligibility

The hardware devices (PC, display, barcode reader, etc...) used together with Digistat
Smart Central must meet the requirements prescribed by the local legislation taking
into consideration the environment in which they are used.

08 November 2018 23



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

4.4 Privacy Policy

Appropriate precautions should be taken in order to protect the privacy of users and
patients, and to ensure that personal data is processed by respecting data subjects’
rights, fundamental freedoms and dignity, particularly with regard to confidentiality,
personal identity and the right to personal data protection.

Special attention shall be dedicated to Protected Health Information (PHI) in accord
with the stipulations of the US Health Insurance Portability and Accountability Act

(HIPAA).
Protected health information (PHI) under US law is any information
o about health status, provision of health care, or payment for health
care that is created or collected by a Covered Entity (or a Business
1 Associate of a Covered Entity), and can be linked to a specific
individual.

According to the US Health Insurance Portability and Accountability
Act (HIPAA), PHI that is linked based on the following list of 18
identifiers must be treated with special care:

Names

All geographical identifiers smaller than a state,

Dates (other than year) directly related to an individual

Phone numbers

Fax numbers

Email addresses

Social Security numbers

Medical record numbers

Health insurance beneficiary numbers

10. Account numbers

11. Certificate/license numbers

12. Vehicle identifiers and serial numbers, including license plate
numbers;

13. Device identifiers and serial numbers;

14. Web Uniform Resource Locators (URLS)

15. Internet Protocol (IP) address numbers

16. Biometric identifiers, including finger, retinal and voice prints

17. Full face photographic images and any comparable images

18. Any other unique identifying number, characteristic, or code

except the unique code assigned by the investigator to code

the data

©CoNOUAWN S

The healthcare organization needs to assure that the use of the product is in line with
the HIPAA requirements specifically respect the management of aforementioned
information.

Digistat Smart Central manages the following PHI:
e First name and surname
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e Birthdate

o Sex

o Patient code (MRN)
e Admission date

e Discharge date

e Patient weight

e Patient height

Digistat Smart Central can be configured to automatically hide the PHI on every

application screen.

To do that, on the Digistat Smart Central Configuration Application, set the system

option named “Privacy Mode” to “true” (see next chapters for the detailed procedure).

Its default value is “true”.

If the “Privacy Mode” option is set to true, the following cases are possible:

- with no user logged in, no patient information is displayed.

- with a user logged in, and the user does not have a specific permission, no patient
information is displayed.

- with a user logged in, and the user does have a specific permission, patient
information is displayed.

The option can be applied to a single workstation (i.e. different workstations can be
configured differently)

, Please read the following precautions carefully and strictly observe
them.

. The workstations must not be left unattended and accessible during work
sessions. It is recommended to log out when leaving a workstation. See
paragraph 5.5 for log out procedure.

. PHI saved in the product, such as passwords or users’ and patients’ personal
data, must be protected from possible unauthorized access attempts
through adequate protection software (antivirus and firewall). The healthcare
organization is responsible for implementing this software and keep them
updated.

. The lock function (paragraph 5.5.1) should be used only when strictly
necessary. Automatic log out protects the Product from unauthorized
accesses.
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In some circumstances, sensitive data /PHI are transmitted in non-
encrypted format and using a connection which is not physically secure.
An example of this kind of transmission are the HL7 communications.
The healthcare organization is responsible for providing adequate
security measures to comply with the local privacy laws and regulations.

PHI can be present inside some reports produced by the Digistat
Smart Central. The healthcare organization needs to manage these
documents according to HIPAA regulation.

Client workstations (both desktop and mobile) do not store patient
data on disk. Patient data is stored only inside database and database
storage depends on the healthcare structure’s procedures and
choices (examples: physical machine, SAN, virtualization environment).
Patient data shall be treated according all the current standards on
privacy and personal data protection.

Patient data is not stored in proprietary files. The only place in which
patient data is stored is database.

According to the HIPAA regulation, databases cannot leave the
hospital without being encrypted.

4.4 1 User credentials features and use

This section explains the Digistat Smart Central user credentials (username and
password) features, their use and recommended policy.

° Every precaution must be taken in order to keep personal username and
password secret.

. Username and password must be kept private. Do not let anybody know your
username and password.
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Each user can own one or more credentials to access Digistat Smart Central
(username and password). The same username and password must not be
used by more than one user.

Authorization profiles must be checked and renewed at least once a year.

It is possible to group different authorization profiles considering the
similarity of the users’ tasks.

Each user account shall be linked with a specific person. The use of generic
(for instance, “ADMIN” or “NURSE”) must be avoided. In other words, for
traceability reasons it is necessary that every user account is used by only
one user.

Each user has an assigned authorization profile enabling them to access only
the functionalities that are relevant to their working tasks. The system
administrator must assign an appropriate user profile when creating the user
account. The profile must be reviewed at least once a year. This revision can
also be performed for classes of users. The user profile definition procedures
are described in the Digistat Smart Central installation and configuration
manual.

Password must be at least 8 characters.

The password must not refer directly to the user (containing, for instance,
user’s first name, family name, date of birth etc.).

The password is given by the system administrator at user account creation
time. It must be changed by the user at first access in case this procedure is
defined by configuration (see paragraph 5.10.3 for the password modification
procedure).

After that, the password must be changed at least every three months.

If username and password are left unused for more than 6 months they must
be disabled. Specific user credentials, used for technical maintenance
purposes, are an exception. See technical manual for the configuration of
this feature.

User credentials must also be disabled if the user is not qualified anymore
for those credentials (it is the case, for instance, of a user who is transferred
to another department or structure). A system administrator can manually
enable/disable a user. The procedure is described in the Digistat Smart
Central installation and configuration manual.

The following information is reserved to system administrators:
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The password must match a regular expression defined in the Digistat Smart Central
configuration (default is “........ * i.e. 8 characters). The password is assigned by the
system administrator when a new account for a user is created. The system
administrator can force the user to change the password at first access to the Digistat
Smart Central. The password expires after a certain (configurable) period, after that
period, the user must change the password. It is also possible (by configuration) to
avoid password expiration.

See Digistat Smart Central installation and configuration manual for detailed
information on user account creation procedures and password configuration.

4.4.2 System administrators

Ascom UMS/Distributor technical staff, when performing installation, updates and/or
technical assistance may have access to personal data stored in the Digistat Smart
Central database.

It is responsibility of the healthcare organization to adopt the necessary measures and
provide instructions in order to comply with the local regulations.

4.4 3 System logs

Digistat Smart Central records the system logs on the database. These logs are kept
for a configurable period of time. Also, logs are kept for different times depending on
their nature. Default times are:

. information logs are kept for 10 days;
. logs of warning messages are kept for 20 days;
. logs of alarm messages are kept for 30 days.

These times are configurable. See Digistat Smart Central installation and configuration
manual for the configuration procedures.

4.5 Backup policy

, It is recommended to regularly perform system backups.

The healthcare organization using Digistat Smart Central must define a backup policy
that best suits its data safety requirements.

Ascom UMS/Distributor is available to help and support in implementing the chosen
policy.
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The healthcare organization must ensure that backup files are stored in a way that
makes them immediately available in case of need.

If data is stored on removable memory devices, the healthcare organization must
protect these devices from unauthorized access. When these devices are not used
anymore, they must be either securely deleted or destroyed.

According to the HIPAA standards, databases cannot leave the
hospital without being encrypted.

4.6 Out of order procedure

Maintenance procedures and repairs shall be performed in compliance

, with Ascom UMS/Distributor procedures and guidelines and only by
Ascom UMS/Distributor technicians or personnel specifically trained
o and explicitly authorized by Ascom UMS/Distributor.

This section describes the policy suggested by Ascom UMS in case a Digistat Smart
Central workstation gets out of order. The goal of the procedure is to minimize the
time required to successfully replace the out of order workstation.

Ascom UMS suggests the healthcare organization has substitute equipment and an
additional PC on which Digistat Smart Central is already installed.

In case of a Digistat Smart Central workstation is out of order, the substitute equipment
can promptly replace the Digistat Smart Central workstation.

Always remember that Digistat Smart Central must only be installed by trained
authorized personnel. This includes Ascom UMS/Distributors staff and any other
person specifically trained and explicitly authorized by Ascom UMS/Distributor.
Without an explicit, direct authorization from Ascom UMS/Distributor, the healthcare
organization staff are not authorized to perform installation procedures and/or to
modify Digistat Smart Central configuration.

The risk related to the Digistat Smart Central workstation deactivation or substitution
is that to associate the workstation with a wrong bed or room. This could lead to a
“patient switch”, which is an extremely hazardous condition.

The risk related to the substitution and/or reconfiguration of network equipment
involved in the Digistat Smart Central data acquisition (i.e. port server, docking station,

etc...) is that of assigning the acquired data to a wrong patient. The patient-acquired
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data relation is based on the IP address of the Digistat Smart Central workstation.
Changing it could lead either to data flow interruption or, in severe cases, to assigning
data to the wrong patient.

The out of order and replacement of a workstation is potentially
hazardous. This is the reason why it must only be performed only by
, authorized and trained personnel.

The risk related to this procedure is that of associating a wrong
bed/room/domain to the workstation, and therefore display data
belonging to the wrong patients/beds.

In case a Digistat Smart Central workstation needs to be deactivated and replaced,
the hospital staff must promptly call Ascom UMS (or authorized Distributors) and
request the execution of this task.

Ascom UMS suggests the healthcare organization defines a clear, univocal operating
procedure and to share this procedure with all the staff members involved.

In order to speed up replacement times, Ascom UMS suggests the healthcare
organization has one or more substitution equipment with all the necessary
applications already installed (OS, firewall, antivirus, RDP, ...) and with Digistat Smart
Central already installed, but disabled (i.e. not executable by a user without the
assistance of an Ascom UMS/Distributor technician). In case of out of order of a Digistat
Smart Central workstation, the substitution equipment availability assures the
minimization of restoration times (hardware substitution) and reduces the risk of
associating patient data incorrectly.

In case of out of order of a Digistat Smart Central workstation we suggest to adopt the
following procedure if a “substitution equipment” is available:

1) The healthcare organization’s authorized staff replaces the out of order PC with
the “substitution equipment”

2) The healthcare organization staff calls Ascom UMS/Distributor and requests the
“substitution equipment” activation

3) The Ascom UMS/Distributor staff disables the out of order workstation and
correctly configure the “substitution equipment”

4) The out of order PC is repaired and prepared as “substitution equipment”

The instructions on how to enable/disable and replace a Digistat Smart Central
workstation, reserved to system administrators, are in the Digistat Smart Central
installation and configuration manual.

4.6.1 Reconfiguration/substitution of network equipment

In case it is necessary to either reconfigure or substitute a network device involved in
the Digistat Smart Central data acquisition, the healthcare organization staff must
promptly call Ascom UMS/Distributor and schedule the substitution/reconfiguration

08 November 2018 30



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

procedure to allow Ascom UMS/Distibutor staff to either reconfigure Digistat Smart
Central or provide all the necessary information to the healthcare organization. It is
recommended, for this purpose, to define a clear procedure and share it with all the
involved personnel. Some general indications about this are in the Digistat Smart
Central installation and configuration manual.

4.7 Preventive maintenance

Maintenance procedures and repairs shall be performed in compliance

, with Ascom UMS/Distributor procedures and guidelines and only by
Ascom UMS/Distributor technicians or personnel specifically trained
o and explicitly authorized by Ascom UMS/Distributor.

It is suggested to perform the maintenance of Digistat Smart Central at least once a
year. Maintenance frequency is a function of system complexity. In case of high
complexity, it is suggested to perform maintenance more often, typically up to twice a
year.

See the Digistat Smart Central installation and configuration manual for the
maintenance checklist.

4.8 Compatible devices

Digistat Smart Central is compatible with Digistat Connect 5.0.0 and it is able to display
data from ventilators, patient monitors and infusion pumps. Please contact Ascom
UMS/Distributor for the list of available drivers.

Purpose of Digistat Smart Central is to forward information from patient
monitors, ventilators, infusion pumps to the designated display
P9 device(s).
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4.9 Digistat Smart Central unavailability

If during start up there are problems connecting to the server Digistat Smart Central
provides a specific information message (Fig 2).

PIGI §jeri

THE SERVER IS UNAVAILABLE

Fig 2

The connection problem is often automatically solved in a short time. If it does not
happen, it is necessary to contact the technical assistance (see section 10 for the
contacts list).

In rare, often extreme cases, it may be physically impossible to use Digistat Smart
Central, for example cases of natural disasters, or long black outs.

It is responsibility of the healthcare organization using Digistat Smart Central to define
an emergency procedure to put into effect in those cases. This is necessary to

1) Make it possible for the departments to keep on working
2) Restore as soon as possible the Product to full availability (back-up policy is
part of this management. See paragraph 4.5).

It is responsibility of the healthcare organization using Digistat Smart
Central to define an emergency procedure to put into effect in case of
P unavailability.

Ascom UMS/Distributor offers full support for the definition of such procedure.

See section 10 for the contacts list.
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5. Digistat Smart Central “Control Bar”

5.1 Introduction

This section of the manual describes the features and functions of the Digistat Smart
Central Control Bar.

5.2 Touch screen

Digistat Smart Central can run both on touch and non-touch workstations. The same
procedures can be performed using fingers or mouse device. In this manual “mouse”,
terminology is used throughout, with terms as “click” instead of “tap”, for instance.
Here is a quick translation table making it possible to apply this manual to all kinds of
workstations and user preferences. When specific gestures can be applied to specific
screens/functionalities, it will be highlighted in the relevant context. In general, the
main actions can be translated this way:

Mouse Touch Screen
Click Tap

Double click Double tap
Drag Flick

Use scrollbars Scroll

Zoom in Two fingers tap

5.3 Launching Digistat Smart Central

To launch Digistat Smart Central:

» Double click the desktop icon (Fig 3)

pd

Fig 3

The following splash-screen appears while the Digistat Smart Central is loading.
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Description: DIGISTAT SMART CENTRAL
Revision: 5.0.0.1

Date: 2017-11-13
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Opening the controlbar...

Fig 4

5.4 Digistat Smart Central Work Area

The Digistat Smart Central Work Area is defined and enclosed by Control Bar, a tool
that is common to all Digistat Smart Central installations (Fig 5).

Control Bar manages the patients and the users.

The Digistat Smart Central Control Bar is formed by a horizontal command bar (Fig 5
A), by a vertical selection bar on the left (“Lateral Bar” - Fig 5 B) and by a central Work
Area. The different screens of the installed modules are displayed within the Work
Area (Fig 5 C).

Command Bar
9 .

— . GENERAL 16:40
= DIGISTAT | Choose patient... 2|3 AL (€9) S T @ O

Lateral Bar

o es 8

Fig 5
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The command bar (Fig 5 A) will be described in paragraphs 5.4.1 and beyond.

The lateral bar displays the icons of the currently available modules. See Fig 6.

Fig 6

The module currently selected is highlighted (white).

5.4.1 Selecting a module

To select a module:
» Click the corresponding icon in the lateral bar

The icon will be highlighted and the module’s functionalities will be displayed within
the Work Area.

It is only possible to select a specific module after the user log in (see next paragraph).
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5.5 Accessing Digistat Smart Central

Digistat Smart Central must be accessed by entering the username and password
(“Log in” procedure).

For this reason, at the beginning of every work session, it is necessary to click the User
button (Fig 7 A).

The following screen is displayed.

] GENERAL |~ 16:50 ~
Choose patient... 9 im] cenTraL | <9 21 Novaotr )
USERNAME | Q

PASSWORD

RECENT

ADMIN ASCOM

—+ morE... B Lock X CANCEL v 0K

Fig 7

To access Digistat Smart Central:
» Enter your username in the “Username” field (Fig 7 B)
» Enter your password in the “Password” field (Fig 7 C)
» Click the Ok button (Fig 7 D)

The user is this way logged in. To cancel the operation:

» Click the Cancel button (Fig 7 E)
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The username and password are issued by the system administrator. If
you do not have a username and a password you are not authorized to
P use Digistat Smart Central .

The user can enter your username and password using either the virtual keyboard
displayed on screen (clicking the letters with the mouse or touching them if using a
touch screen) or the workstation keyboard.

After accessing the Digistat Smart Central, an acronym corresponding to the logged
user appears on the User button on the control bar (the acronym is ADM in Fig 8 A).

o
Fig 8
The user whose credentials are displayed on the User button is
, responsible for all the actions performed on Digistat Smart Central . It
is strongly recommended to log out before leaving the Digistat Smart
o Central workstation to avoid improper use.

To log out, click the User button during the work session. When this button is clicked,
the user is disconnected and the acronym of the user disappears from the button.

To log in again, click the User button again. The screen shown in Fig 7 will appear

again.
Digistat Smart Central does not support the Microsoft® Windows®
“switch user” functionality.
This means that, for instance, if
, a) User 1launches Digistat Smart Central,
b) User 1switches to User 2 without logging out User 1,
o ¢c) User 2 attempts to launch Digistat Smart Central again,

Then the second Digistat Smart Central instance cannot be launched
because the first one is still running.
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5.5.1 Disabling the automatic log out

If the Product is not used, or remains idle for a certain length of time, the user is
automatically disconnected (automatic log out). This length of time depends on a
configuration parameter.

To stop automatic log out from happening the user must click the lock button after

entering the username and password but before clicking Ok (Fig 9 A).

—~+ MORE... & Lock > CANCEL v OK
Fig 9

If the user is locked, a padlock is shown at the bottom of the user icon (Fig 10).

0 .
GENERAL 17:06
I Y 3 Y

Fig 10
The user is advised against the frequent use of the lock function.
Automatic log out is implemented to protect Digistat Smart Central
P9 from unauthorized accesses.
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5.5.2 Recent users

The “Recent” area of the “Login” screen (Fig 11 A) displays the names of users who
have accessed Digistat Smart Central recently.

0 GENERAL | ~ 186:50 iy
Chossepstents _ ) 21nov 2017 v

USERNAME |

PASSWORD

RECENT

3 & 5

ADMIN ASCOM

5 1 Recent users :

Fig 11

The area is divided into rectangles. The names of the users who accessed Digistat
Smart Central recently appear inside the rectangles. When any of these rectangles is
clicked, the “Username” field is automatically filled with the name appearing inside the
rectangle.

5.5.3 How to use the “User List”

The More button on the control bar (Fig 12) makes it possible to display the complete
list of possible users. @

-+ MORE.. (G LOCK X CANCEL v 0K

Fig 12
To display the “User List”:
» Click the More button

The following window is displayed (Fig 13).
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Fig 13

The window shown in Fig 13 can be used as an index book enabling the search and
selection of a user in the list of all the possible users.

The central part of the window shows the names of possible users, in alphabetical
order (Fig 13 A).

The letters on the left side of the window (Fig 13 B) work like an index and make it
possible to see only the users whose names begin with a specific letter.

For example: click the C-D button to see the list of patients whose names begin with
the letters C or D.

Use the All button (Fig 13 C) to see the list of all possible users.

Use the Local button (Fig 13 D) to see the list of users relating to the specific
workstation on which you are currently working.

Use the arrows on the right side of the window (Fig 13 E) to scroll up and down the list
of users.

To select a user:
» Click the name of the user
The name will be highlighted, then
» Click the Ok button (Fig 13 F)
Otherwise, you can:

» Double-click the row displaying the name of the user
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After selection, the “User list” window closes and the name of the selected user
appears in the “Username” field on the “Login” screen (Fig 7 B).

Use the Cancel button (Fig 13 G) to cancel the operation and close the “User list”
window without selecting any user.

5.6 Digistat Smart Central Control Bar

The control bar that appears in the lower part of the screen is common to all Digistat
Smart Central modules. Its main characteristics are listed below, with more detailed
explanation of its functionalities provided in the following sections.

GENERAL 17:16 -

Fig 14

e The Patient button (Fig 14 A) will contain, after a patient has been selected, the
patient’s name and, if the patient has been admitted, their bed number.

e The User button (Fig 14 B) shows the name of the user connected.

e Use the Menu button (Fig 14 C) to open the following window (Fig 15).

MAIN MENU X

E?J CLINICAL @ SYSTEM
i} CONFIGURATION CONFIGURATION

SYSTEM L—| MODULES
ADMINISTRATION {2 CONFIGURATION

@ PATIENT REPORTS @ SYSTEM REPORTS

il STATISTICS /D CHANGE PASSWORD
O QuIT i ABOUT
X CLOSE

Fig 15

The buttons contained in this window give the user access to functionalities that will
be described later.

e The button indicated in Fig 14 D is used by the Product to signal that there are
notifications for the user.

e Date - time indication (Fig 14 E).
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e Use the Help button (Fig 14 F) to access the documentation available.

e The small buttons highlighted in Fig 14 G can be used to:
1) minimize the Digistat Smart Central window;
2) select the full-screen display mode;
3) select the window display mode.

[
1 These three buttons are present only if enabled by configuration.

5.6.1 How to read the “Patient” button

Patient selected

When a patient is selected, the Patient button displays the name of the selected
patient (Fig 16 A). See the documentation of the specific modules for the patient
selection procedure.

Age: 25 years Day: 0
r o ID:4

Patient admitted

When a patient is admitted, the bed number and the name of the department where
he/she is admitted are displayed next to the Patient button (Fig 17).

Age: 25 years Day: 0 ‘ ICU
ID: &4 H 4

PATIENT 4,ROSE Q

Fig 17

The box of the department name and the bed number are not highlighted if the patient
belongs to the workstation domain (see Fig 17).

The box of the department name and the bed number are highlighted yellow if the
patient is located in a domain that does not belong to the workstation domain (Fig 18
- the workstation domain is defined by configuration).

Age: 25 years Day: 0
ID: 4

PATIENT4,ROSE @
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Every workstation is configured to be associated with a set of

[ ] “beds” (domain). The user is enabled to perform certain actions only
on the patients that are admitted to a bed belonging to this set. The
red colour in the PATIENT button is used to advise the user that the

patient selected is not in this set.

The signal “Other location” (Fig 19) appears when, at patient admission time, the user
specified that the patient is not in one of the configured departments.

Age: 24 years Da:
ID: 18

PATIENT 2, JIM

Fig 19

5.7 Help

Click the Help button on Control Bar (Fig 14 F) to access the online documentation
available. The screen shown in Fig 20, or similar, depending on the available
documentation, will open.

Quick Reference

User Manual

[i] OPEN... (= PRINT 4 > CLOSE

Fig 20

The command bar (Fig 21) offers some navigation possibilities.

(1] OPEN... =1 PRINT £ > CLOSE

Fig 21
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e the Open button makes it possible to open other documents (if the user has the
required permissions);

e the Print button prints the currently displayed document;

e the < and > buttons display either the previous or the next page of the
document;

e the Close button closes the online help.

5.8 Digistat Smart Central Main Menu

The Menu button placed on the Digistat Smart Central Control Bar (Fig 22).

- GENERAL 17:16
= T Choosepa“e“t.“ _ AL E

Fig 22

Opens a menu containing several options (Fig 23).

MAIN MENU

0 [:.?!1 CLINICAL O @ SYSTEM
if}  CONFIGURATIO CONFIGURATION

c SYSTEM r| MODULES
ADMINISTRATI £ CONFIGURATION

@ PATIENT REPOF@@ SYSTEM REPORTS
-
il sTaTisTics (> CHANGE PASSWORD
® QuIT i ABOUT
X CLOSE

Fig 23

Each button on the menu accesses a specific set of functions.

The procedures associated with the following buttons relate to system configuration
and are therefore reserved to the system administrators.

Clinical configuration - (Fig 23 A)
System configuration - (Fig 23 B)
System administration - (Fig 23 C)

Modules configuration- (Fig 23 D)
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System reports - (Fig 23 E)

Contact your system administrator for the other procedures associated to these
buttons.

The other buttons, indicated in Fig 24, make it possible to access features and
functions that some users can perform (according to their permission level). These will
be described in the following sections.

MAIN MENU
E?._-. CLINICAL SYSTEM
i1} CONFIGURATION CONFIGURATION
SYSTEM 2 MODULES
ADMINISTRATION £} CONFIGURATION

0 % PATIENT REPORTS SYSTEM REPORTS

(B il stATisTics CHANGE PASSWORD
(c > QuIT ®ﬁ ABOUT

X ®CLOSE

Fig 24

Patient reports - (Fig 24 A, paragraph 5.9)
Statistics - (Fig 24 B, paragraph 5.10.2)

Quit - (Fig 24 C, paragraph 5.10.5)

Change Password - (Fig 24 D, paragraph 5.10.3)
About - (Fig 24 E, paragraph 5.10.4)

The Close button (Fig 24 F) closes the “Main menu” window (Fig 24).
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5.9 Patient reports

The “Patient reports” button (Fig 24 A) is not enabled in the present Smart Central
configuration.

5.10 Print reports

This paragraph describes the Product’s general print functionalities. Whenever the
print functionality is accessible, it is indicated in the specific section/paragraph of the
manual. Refer to this paragraph for general instructions.

To print a patient report:

> Click the relevant Print button

A print preview of the selected document will open (Fig 25).

ascom DEVICE EVENTS
HOSPITAL
DEPARTMENT
CHIEF DR.
PATIENT: Patient 4 Rose CODE: 20000004 BIRTHDATE: 5/3/1992

[ DATEMIME DEVICE __ # LEVEL DESCRIPTION
231172017 02:52:17 MON 1 Heart Rats High
2211172017 10-20 23 MON X Heart Rate High
2211142017 10-20-05 MON n Heart Rate High
2211172017 10:1%:44 MON I Heart Rate High
2211172017 10:10:43 INF 5 X END OF INFUSION
2211142017 10:10:28 INF 5 n END OF INFUSION
22/11/2017 10:10:28 INF 5 b NEAR END OF INFUSION
22/11/2017 10:10:13 INF 5 1 NEAR END OF INFUSION
22114/2017 10:09:15 INF 3 X END OF INFUSION
22/11/2017 10:09:00 INF 3 n END OF INFUSION
221172017 10-0%-00 INF 3 X NEAR END OF INFUSION
221172017 10-08:45 INF 3 1 NEAR END OF INFUSION
221142017 10-07 06 INF 5 X END OF INFUSION
2211172017 1006 51 INF 5 X NEAR END OF INFUSION
2211172017 100651 INF 5 n END OF INFUSION
22/11/2017 100636 INF 5 1 NEAR END OF INFUSION
221142017 10:03.02 INF 1 X Occlusion
2211172017 10:02:47 INF 1 n Occlusion
22/11/2017 10:00-38 INF 1 b END OF INFUSION
22/11/2017 10:00-23 INF 1 X NEAR END OF INFUSION
221172017 10-00-23 INF 1 n END OF INFUSION
221172017 10-00-08 INF 1 1 NEAR END OF INFUSION
2211172017 09-23-25 MON X Heart Rats High
2211172017 0920 51 MON I Heart Rate High
2211172017 09-20 45 MON X Heart Rate High
221172017 09:12:06 MON 1 Heart Rate High

PRINT PRINT..

0000 0.9 9

Fig 25

The buttons on the command bar of the “Print preview” screen make it possible to
perform various actions, listed below.

Use the K and 2 buttons to reach the beginning and the end of the document.
Use the < and % buttons to go to the previous or the next page.
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1/1

The display indicates the current screen number.

The Addons button activates the possible additional print management options (in this
configuration the “Watermarks” option is available - see paragraph 5.10.1.1 for a

description of these options).

The Find button makes it possible to search the displayed document. See paragraph
5.10.1.2 for more instructions.

The button indicating the 100% percentage is a zoom, making it possible to change
the display mode. See paragraph 5.10.1.3 for more instructions.

Use the Print button (Fig 25 G) to print the report.

Use the Print... button (Fig 25 H) to display the print options window (Fig 31). See
paragraph 5.10.1.4 for a description of this window and the related procedures.

Use the Export button (Fig 25 1) to export the document contents to different file
extensions. See paragraph 5.10.1.5 for more instructions.

Use the Close button to close the “Print preview” screen.

5.10.1.1 Addons

The Addons button (Fig 25 D) activates the possible additional print management
options.

To display the available options:

» Click the Addons button

» Click the button corresponding to the functionality you want to activate
Addons - Watermark

To add watermarks to the print report (either text or image, if the option is enabled by
configuration),

> Click Addons and then Mark

The following window is displayed (Fig 26).

08 November 2018 47



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

®|7 Enabled

Text | Picture I

T @u Calar .
@ Text I j
O Rokation IFDrward Diagonal j

Og

Z-Order
¥ Texton top

" Picture on kop

©- Apply to all pages ‘: ’r K I Cancel

Fig 26

To add a textual watermark:

» Ensure that the “Enabled” checkbox is checked (Fig 26 A). If not, the window’s
contents cannot be edited

» Insert the text in the “Text” field (Fig 26 B)

» Use the “Rotation” menu (Fig 26 C) to specify the watermark orientation
(diagonal, horizontal, vertical)

A print preview is displayed in the area indicated in Fig 26 D.
» Use the buttons indicated in Fig 26 E to select the watermark font and color
» Click the Ok button (Fig 26 F)

The text is this way inserted as watermark.

If the “Apply to all pages” checkbox is selected (Fig 26 G) the watermark is applied to
each page in the document, otherwise it is applied only to the current page.

To insert a picture as watermark:
» Click the “Picture” tab indicated in Fig 27 A

The following window is displayed (Fig 27).
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watermark_ x|

Enable
Texk Pictlre O
@'Load ¥ Clear
@Size IZDDm j

Transparency

v
Z-Order
¥ Texton top

" Picture on kop

@ apply ko all pages (: } K I Cancel

Fig 27

Follow these steps to insert an image as watermark:

» Ensure that the “Enabled” checkbox is checked (Fig 27 B). If not, the window’s
contents cannot be edited

» Click the “Load” button indicated in Fig 27 C

This opens the window making it possible to browse the computer contents.
» Search and select the image to be uploaded

The image is displayed in the area indicated in Fig 27 D.
» Use the “Size” drop-down menu to set the size of the image (Fig 27 E)

» Use the “Transparency” cursor to set the transparency level of the watermark
image (Fig 27 F - maximum transparency when the cursor is on the left)

» Click the Ok button (Fig 27 G). The watermark image is this way inserted

If the “Apply to all pages” checkbox is selected (Fig 27 H) the watermark is applied to
each page in the document, otherwise it is applied only to the current page.

To delete an already selected image:

» Click the “Clear” button indicated in Fig 27 |
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5.10.1.2 Find

The Find button (Fig 25 E) makes it possible to search the print report currently
displayed.

To search the print report:
» Click the Find button

The following window opens (Fig 28).

Insert the text to find...

Fig 28

» Insert in the window the text to be found in the print report (Fig 29 A)

@ ‘Bolus|

Insert the text to find...

Fig 29

» Click the button (Fig 29 B)

The text specified, if found, will be highlighted in the print report.

» Click the button again to search for the other instances in the text

5.10.1.3 Zoom

The Zoom button (on which, by default, the 100% size is displayed - Fig 25 F) is a zoom,
making it possible to change the display size and mode.

To change the display mode:

» Click the Zoom button. The following menu is displayed (Fig 30)

100

100%

200%

PAGE

WIDTH

Fig 30
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» Click the required zoom option on the menu

The page is displayed accordingly. The mode currently selected is indicated on the
button.

The following options are available:

The Width button makes it possible to display the page using the full screen width;
the Page button displays the whole page;

the 200% button doubles the page size (200% zoom);

the 100% button displays the page in its actual size (100% zoom);

100

the L @ area contains a cursor that can be used to zoom the page contents (left
is zoom out, right is zoom in). The percentage value corresponding to the page size is
displayed above the cursor. Values range from 25 to 500 %. The selected value is also
displayed on the Zoom button on the command bar after selection.

5.10.1.4 Print

The Print... button opens a window offering several print options.

» Click the Print... button (Fig 25 H) to display the print options window (Fig 31)

PRINTERS %

= Fax

A 5 Microsoft Print to PDF

= Microsoft XPS Document Writer

= Send To OneNote 2016

COPIES

@ © 1 ©

@ @ PRINT X CLOSE

Fig 31

This window makes it possible to select the printer and the number of copies to be
printed.

» Click the appropriate printer on the menu to select the printer (Fig 31 A)
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> Usethe © (one less copy) and the © (one more copy) buttons to specify
the number of copies (Fig 31 B)

» Click the Print button (Fig 31 C) to print the report

5.10.1.5 Export

The Export button (Fig 25 I) makes it possible to export the displayed document
contents to different file extensions.

» Click the Export button to open the “Export” menu
The menu displays all the file formats currently supported.
» Click the option corresponding to the required file format

The document is exported to the corresponding file format.

5.10.2 Statistics

The Statistics button on the main menu (Fig 32) makes it possible to access the
Product’s statistical calculation tools.

MAIN MENU X

Eg-__-. CLINICAL SYSTEM
T CONFIGURATION CONFIGURATION
SYSTEM L—| MODULES
ADMINISTRATION {  CONFIGURATION

@ PATIENT REPORTS SYSTEM REPORTS

< W sTATIsTICS CHANGE PASSWORD
Q) QuIT i ABOUT
K CLOSE
Fig 32

The button opens another menu (Fig 33) that enables access to various distinct tools.
The type and number of accessible tools depend on the configuration in use and the
specific modules installed.

These tools are mainly reserved for the system administrators. Please see the specific
technical documentation for a description.
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The “Query assistant” tool, which is accessible for users having specific permissions,
is described in the next section.

STATISTICS X

m“"ﬁ‘ﬂ Messages Flow hlv"l’l‘l'l Query Assistant
X CLOSE
Fig 33

5.10.2.1 Query Assistant

The Query Assistant button (Fig 33) accesses a tool to create, save and execute
queries on the Digistat Smart Central database (Fig 34).

QUERY ASSISTANT x

Select a Query

Admissions 9 / Edit
Operations

@h Patients ©+ New

@ @[ Delete

sQL  Free Query

Description
Get all admissions

soL
SELECT* @ Query

FROM Admission
b ¢ Close

Fig 34

The user can select a query from a list of pre-defined queries, which will execute the
query and display the results in a specific window.

The “Select a Query” area displays the list of all the pre-defined queries (Fig 34 A).
To run a query:

» Click the corresponding name on the list.
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The name will be highlighted (Fig 35 A).
A textual description of the query is displayed in the “Description” area (Fig 35 B).

The “SQL” area (indicated in Fig 35 C) displays the content of the query in SQL
language (Structured Query Language).

The Edit button placed on the right of the “Query Assistant” window (Fig 34 B) makes
it possible to edit an existing query.

The New button placed on the right of the “Query Assistant” window (Fig 34 C) makes
it possible to create a new query.

The Delete button placed on the right of the “Query Assistant” window (Fig 34 D)
makes it possible to cancel an existing query.

[
The “edit”, “delete” and “new” query options are reserved for the
1 system administrators.

QUERY ASSISTANT X

Select a Query

‘A :}, Admissions i Edit
Operations

Patients + New

[E[ Delete

seL  Free Query

Description
‘ B :P. Get all admissions
s0L
@hSELEcr‘ @ S Quey

FROM Admission
. Close

Fig 35

To run the query:

» Click the Query button (Fig 35 D).

The results are displayed in a new window, as a table (Fig 36).
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QUERY POP-UP X

B Table 2@3 Setup Export Print Close
1D Fatient Ref Father Ref Date Created Admission Code | Height Weight

1 1 1 11/22/2017 T:5... - 20000001#1 170 ED

2 2 2 11/22/2017 T:5... - 20000002#1 180 0

3 3 3 11/22/2017 T:5... : 20000003#1 180 75

4 4 4 11/22/2017 T:5...  20000004#1 165 55

5 5 5 11/22/2017 T:5... : 20000005#1 12 57

] 6 ] 11/22/2017 T:5... | 20000006#1 174 %0

T 7 T 11/22/2017 T:5... | 20000007#1 181 20

-] 8 -] 11/22/2017 T'5... : 20000008#1 186 5

E 9 E 11/22/2017 T:5... - 200000091 161 63

10 10 10 11/22/2017 T:5... :20000010#%1 165 52

< >
Fig 36

5.10.3 Change password

The Change Password button on the Digistat Smart Central main menu (Fig 37 A)
opens a window making it possible to change the password of the user currently
logged to the Digistat Smart Central.

MAIN MENU X

Eh CLINICAL @ SYSTEM

% CONFIGURATION CONFIGURATION
SYSTEM L—| MODULES
ADMINISTRATION {3 CONFIGURATION

@ PATIENT REPORTS SYSTEM REPORTS

i smnsnc® CHANGE PASSWORD
® QuIT i ABOUT

X CLOSE

Fig 37
To change the user password:

» Click the Change Password button (Fig 37 A). The “Change password” window
will open.

CHANGE PASSWORD Q %

Enter the OLD password ‘
@ 0K

New Password
X CANCEL
New Password @
Re-enter new password
|Z| Enable

Fig 38
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» Type the current password in the “Enter the OLD password” field (Fig 38 A).
» Verify that the “Enable password” checkbox (Fig 38 B) is selected.

» Type the new password in the field indicated in Fig 38 C.

» Type again the new password in the field “Re-enter new password” (Fig 38 D).

» Click the Ok button (Fig 38 E).

[
l The passwords are not sensitive to uppercase and lowercase. The

passwords can only be formed by numbers (0 to 9) and letters (A-Z).

5.10.4 About Digistat Smart Central

The About button on the Digistat Smart Central main menu (Fig 37 B) displays a
window containing information on the Digistat Smart Central version installed and the
related licenses (in Fig 39 an example).

PIGI S

Description: DIGISTAT SMART CENTRAL
Revision: 5.0.0.1

Date: 2017-11-13

UDI: (01)111(10)v5.0.0.1(11)171113
Item Number: 111

FULL LICENCE - SERVER

Manufactured by ASCOM UMS srl
N Via Amilcare Ponchielli, 29

50018 Scandici (Fl), Italy

|

Fig 39
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5.10.5 Quit Digistat Smart Central

The Quit button on the Digistat Smart Central main menu (Fig 41 A) makes it possible
to quit the Digistat Smart Central environment.

To quit Digistat Smart Central:

» Click the Menu button on the control bar (Fig 40)

N
— GENERAL 17:16

Fig 40

The Digistat Smart Central main menu will open (Fig 41).

MAIN MENU X

E?;I CLINICAL SYSTEM
i} CONFIGURATION CONFIGURATION
SYSTEM MODULES

ADMINISTRATION L_‘@l‘ CONFIGURATION

@ PATIENT REPORTS @ SYSTEM REPORTS

>
il STATISTICS p CHANGE PASSWORD

@h 0! QuIT i ABOUT

X CLOSE

Fig 41
» Click the Quit button (Fig 41 A)

Another menu is displayed (Fig 42).
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Ep®  wr @ S

) CLOSE

Fig 42
» Click the Quit button again (Fig 42 A)

User confirmation is required (Fig 43).

AREYOU SUREYOU WANT TO QUIT AND CLOSEALL MODULES?

» Click Yes to exit Digistat Smart Central.

Fig 43

[ Specific permissions are required to exit Digistat Smart Central. Not
1 all Digistat Smart Central users are enabled to close Digistat Smart
Central.
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6. Digistat Smart Central

6.1 Information for the user

Please read carefully the following warnings.

The purpose of Digistat Smart Central is to help with alarm
management and shall not be used as a remote alarm system or as an

o alarm replicator.

, Digistat Smart Central must not be used to replace the monitoring of
the device alarms.

o

, Digistat Smart Central is not designed to verify that connected devices
are working correctly but rather to acquire and catalog clinical data.

o
Disconnecting a device while it is running causes the interruption of

, data acquisition on Smart Central. Device data that is lost during the
disconnection period are not recovered by Smart Central after

o reconnection.

, Digistat Smart Central does not replace a Nurse Call system.

o

, In case a “Nurse call” system is in use, it is recommended to never
disable the “Nurse call” system.

o
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Never disable the alarm systems on the medical devices unless
explicitly allowed by the usual healthcare organization procedures.

The correctness of each message notified by Digistat Smart Central
must always be double-checked on the actual device that supposedly
generated it.

Never disable the audio on the workstations on which Digistat Smart
Central is running.

The operator shall be positioned at a maximum distance of 1m (3,28 ft)
to be able to read the notifications on the Smart Central. Within a
maximum distance of 4m (13,12 ft) it is possible for the Operator to see
that there is an alarm.

This is true if:

the Operator has a visual acuity of O on the logMAR scale or 6-6
(20/20) vision

(corrected if necessary),

the viewpoint is at the Operator's position or at any point within the
base of a cone

subtended by an angle of 30° to the axis horizontal to or normal to the
center of the plane

of display of the monitoring display or visual indication,

the ambient illuminance in the range of 100 Ix to 1 500 Ix.

For reasons that are outside the control of the software, for instance,
the way the actual physical devices are installed/cabled, delays are
possible between the alarm generation and the actual alarm display.
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The Product acquires the information generated by the primary medical
devices and displays them. Therefore, the Product always reports what
the primary medical devices communicate. The assignment of alarm
priorities is decided according on the primary medical device. On
Digistat Smart Central it is possible to decide the order of the medical
devices, for every bed, in accordance to the customer preference: per
device type, model / manufacturer. The ordering of alarms is setup in
Smart Central during deployment of the product according to the user
request/preference. The color of every bed card is always the color of
the highest priority alarm between all alarms occurring on that bed.

The update of data displayed on screen caused by device
connection, power off, disconnection and change of status
depends on the time required by the device itself to
communicate the changes. This time depends on various factors.
Among them is the device type and type of connection. For some
devices, there are conditions in which the delay in
communicating changes might be important. Since they might
change depending on devices configuration and operational
conditions, it is not possible to provide an indication of the delays
for all the possible devices

Check that the medical devices are correctly connected by
verifying that their data are displayed on the Digistat Smart
Central.

Use the sound check procedure to verify if the audio on the
workstation/handheld device is correctly working (see paragraph
6.10 for the procedure).

On the connected medical device where it is possible, generate
an artificial alarm condition to verify that the corresponding alarm
notification is correctly displayed on the Digistat Smart Central (it
is suggested to perform this check at least once per shift).
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Within the Digistat Smart Central the alarms are grouped in
“physiological alarms”, “technical alarms” and “other”. This kind
P of differentiation has no impact on the way the alarms are

displayed on the Digistat Smart Central interface.

The drivers used to read the data from the connected medical
, devices have a reading-cycle of less than 3 seconds (i.e. all the
° data from the devices is read every 3 seconds at maximum).

However, there are devices that communicate the information
less frequently (5-10 seconds interval). Refer to the specific driver
documentation for details on the reading-cycle.

As soon as a driver detects an alarm, it takes maximum 1 second
to transfer it to the Digistat Smart Central.

In case of electrical black-out, it takes a few minutes for Digistat
, Smart Central to be fully operative again and therefore generate
p alarm notifications (usually this time is less than 3 minutes,

however it depends on the configuration of the used computers).

6.2 Module selection

To open the Digistat Smart Central:

» Click the corresponding icon on the lateral bar (Fig 44)

Fig 44

The Digistat Smart Central screen, shown in Fig 45, opens.
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6.3 Digistat Smart Central functionality

The Digistat Smart Central screen displays an overview of the situation of each patient
in the ward (Fig 45).

"
1 () Antenio, Bando

O

k

-
2 & Patient2,Jim

Q
&

i) Pump2:Next EOl:0h13m

-
3 & Patient 3, Joe

&

i) Pump3:Next EOl: 1h20m

P
4 ()0 Patient 4, Rose

&’

i) Pump 1: Next EOl: 0h55m
A

5 (& Patient5,Ellen

&’

i) Pump2:Next EQl: 2h01m

6 (& Patient8,Bill

&

i) Pump3:Next EOI: 1h05m

Fig 45

The screen is divided into rectangular areas, named “Bed areas” (Fig 45 A). Every area
refers to a bed and displays information on the devices connected to the patient
admitted to that bed. By default, only the data referring to alarmed beds is displayed
(Fig 47), and only data relating to alarms is displayed. A bed is alarmed if at least one
of the devices connected to the bed is alarmed. If multiple alarms occur at the same
time on the same bed, the alarm with the highest priority is notified.

It is possible to display all the available data (both referring to the non-alarmed beds
and referring to the non-alarmed devices on the alarmed beds) by clicking the
“VALUES” button on the command bar (Fig 45 B).

To display all the available data:
» Click the Values button on the command bar (Fig 45 B)

The button will be selected. The available information will be displayed as in Fig 46.
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r a A
1 Q) Antonio, Bando 2 ()0 Patient 2, Jim TS ()0 Patient 3, Joe

& acw . . & aow
P1: Amiodaron 10 ng/mL/min P1:Amiodaron 10 ng/mL/min

EiiNoradrenallne 14 ng/mi/min P2:Noradrenaline 14 ng/mL/min

P3:
P4:Frusemide 12 ng/mL/min

P4:Frusemide 12 ng/mL/min

A+ CARESCAPE :
HRECG: 75 bpm |;| More devices
NBP: 112/66 (89) mm Hg
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P2:Noradrenaline 14 ng/mL/min P2:Noradrenaline 14 ng/mL/min P2:Noradrenaline 14 ng/mL/min
P3: P3: P3:
P4:Frusemide 12 ng/mL/min P4: Frusemide 12 ng/mL/min P4:Frusemide 12 ng/mL/min
~A~ CARESCAPE -A~ CARESCAPE -N- CARESCAPE
HR ECG: 76 bpm HRECG: 77 bpm HRECG: 71 bpm
NBP:117/61 (89) mm Hg MBP: 126/67 (96) mm Hg . NBP: 128/62 (95) mm Hg

I;‘ More devices B More devices E More devices

(1) Pump1:Next EOI: DhS5m (i) Pump2: Next EOI: 2h01m (i) Pump3: Next EOI: 1h05m
b

SMART CENTRAL v (%) Legend @ Values
Fig 46

6.4 Bed areas

Each “Bed area” displays some of the data provided by the devices connected to the

patient (Fig 47). The kind of data displayed depends on the design and configuration
of the device.

If the “Bed area” is light blue, as in Fig 47, it means that there is at least one low priority
alarm, and no medium and/or high priority alarms, coming from the connected devices.

-
5 @ Patient5, Ellen

~\= CARESCAPE
@ ECG Sensor Warning

@ Pump 2: Next EOIl: 2h01m
Fig 47

If the “Bed area” is yellow, as in Fig 48, it means that there is at least one medium
priority alarm, and no high priority alarms, coming from the connected devices.

08 November 2018 64



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

r6 A Patient 6, Bill

L
Fig 48

If the “Bed area” is red, as in Fig 49, it means that at least one of the connected devices
is in high priority alarm state.

—-

rs A Patient 6, Bill

& now
A P2: Syringe Clamp Open

=\ CARESCAPE
o ECG Sensor Warning

Fig 49
The connected beds from which no alarms are received appear as in Fig 50. No device

data is displayed as this might distract the reading of possible alarms occurring on the
other beds.
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r -
2 (& Patient2,Jim

&

:

(1) Pump2: NextEOI: 0h13m
L
Fig 50

To display device data on these devices “pump” click the Values button on the
command bar (Fig 45 B). The “Bed area” will appear as in Fig 51.

-
2 (& Patient2,Jim

& acw
P1:Amiodaron 10 ng/mL/min
P2:MNoradrenaline 14 ng/mL/min
P3:
P4:Frusemide 12 ng/mL/min

-\~ CARESCAPE
HR ECG: 72 bpm
NBP: 104/71 (87) mm Hg

|;| More devices

(1) Pump 2: Next EOI: Oh13m
L
Fig 51

Disconnected beds are displayed as in Fig 52.

-

-
1 () Antonio, Bando

O

L
Fig 52
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6.4.1 Bed area description

This section provides a detailed description of the way information is displayed on
every “Bed area”.

On top of the “Bed area” the bed number and the patient name are displayed (Fig 53).

The Cgicon means that the bed is connected to Digistat Smart Central and that Digistat
Smart Central is currently receiving device data from the bed. If one of the devices

connected to the bed is notifying a low priority alarm the Qiconis displayed instead.

If one of the devices connected to the bed is notifying a medium priority alarm the &
icon is displayed instead. If one of the devices connected to the bed is notifying a high

A

priority alarm the ** icon is displayed instead.

-

-
2 (& Patient 2, Jim
Fig 53

The information in the bed area is divided by “Device type”. Each device type is
characterized by a specific icon (Fig 54 A).

N\
2 ) Patient 2, Jim

& \acw

P1:Amiodaron 10 ng/mL/min

P2 :MNoradrenaline 14 ng/mL/min
@ P3:
P4:Frusemide 12 ng/mL/min

-\ | CARESCAPE
HR ECG: 72 bpm
NBP:104/71(87) mm Hg

‘1) Pump2: Next EOl: 0h13m
Fig 54

A legend is available showing which device type a specific icon refers to.
To display the legend:

» Click the Legend button on the command bar. See paragraph 6.5.1for a detailed
description

Data coming from the same kind of devices are grouped together. In Fig 55, for
instance, two groups are indicated: infusion pumps and patient monitor.

08 November 2018 67



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

2 (& Patient2,Jim

(1 & acw
|::> P1:Amiodaron 10 ng/mL/min

P2:MNoradrenaline 14 ng/mL/min
P3:
P4: Frusemide 12 ng/mL/min

-\ CARESCAPE
HR ECG: 72 bpm
NBP: 104/71 (87) mm Hg

|;| More devices

() Pump2:Next EOI: 0h13m
Fig 55

J

It is possible that not all the data coming from the devices is displayed in the box. If
there is hidden data the === signal is displayed at the end of every group (see Fig 56
A).

r -
5 (& Patient5,Ellen

& acw

P1:Amiodaron 10 ng/mL/min
P2:Noradrenaline 14 ng/mL/min
P3:

P4:Frusemide 12 ng/mL/min

=\~ CARESCAPE
HR ECG: 73 bpm
NBP: 129/74 (101) mm Hg

B More devices

(1) Pump2: Next EOI: 2h01m
b
Fig 56

(Br<)

Hidden data can be displayed by clicking the “Bed area”, which is enlarged to full-
screen mode (Fig 57). All the available information is displayed.
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r
8 (5) Patient 8, Aaron Male 56y MRN: 20000008

& acw
P1: Amiodaron 10 ng/mL/min ,20 mL/h,10 mcg/mL, 00:21:00 minutes
P2: Noradrenaline 14 ng/mL/min ,23 mL/h, 15 mcg/mL, 00:20:00 minutes
P3: ,45 mbL/h, ,00:21:00 minutes
P4: Frusemide 12 ng/mL/min ,22 mL/h ,4 mcg/mL, 00:20:00 minutes

M- CARESCAPE
HRECG: 70 bpm
NBP: 125/62 (93) mm Hg
SPO2 Art: 80 % LOW

533 Evita

HR:64 bpm

RR: 16 bpm
PEEP: 5 mmHg
PSF: 6 mL/s

Pl mean: 5 mbar
PLT:5 mbar
Fi02:32 %
VTe:324 mL
MVe: 5184 L/min

(1) Pump 2: Next EQI: 0h23m
L

Fig 57

Additional information about the connected devices and the list of the possible
disconnected devices are displayed at the bottom of the “Bed area” (Fig 58 A).

Disconnected devices are indicated by the <% icon. Additional information is indicated
by the ‘& jcon.

r
2 & Patient2,Jim

& acw
P1:Amiodaron 10 ng/mL/min
P2:MNoradrenaline 14 ng/mL/min
P3:
P4 :Frusemide 12 ng/mL/min

-\~ CARESCAPE
HRECG: 73 bpm
NBP: 102/61 (81) mm Hg

|;| More devices

E/? GE Carescape monitor Disconnected

3

Pump 2: Next EOl: Oh13m

Fig 58

It is possible, by configuration, to associate messages to the displayed values. For
instance it is possible to define a range of values that are “normal” and configure the
Product to inform the user if the collected values are outside this range. See for
instance Fig 59 A, in which the values are defined as “Low”.
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-
5 (§ Patient5,Ellen Female 20y MRN:20000005

£ Evita XL- D\ owm—

i) Pump3:NextEOI: 1h20m

Fig 59

A visual feature on the upper bar on each “Bed area” keeps temporarily track of the
last alarm notification provided after the “Bed area” has changed to a different priority
alarm (or no alarm). This makes it possible to be aware of alarms occurring and rapidly
passing (Fig 60).

(6 & Patient 6, Bill 4 (& Patient 4, Rose 6 (& Patient6, Bill
p———
(1) Pump3:Next EOL: 1h0Sm (i) Pump 1: Next EOI: 0h55m
Fig 60

08 November 2018 70



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

6.5 The Digistat Smart Central command bar

The buttons on the command bar of the Digistat Smart Central make it possible to
perform different actions.

Q

The arrow buttons (Fig 61 A) make it possible to scroll up and down the screen when
it is not possible to display all the configured “Bed areas” at the same time.

Fig 61

When one (at least) of the non-displayed “Bed areas” is notifying an alarm, the
corresponding button takes the color corresponding to the alarm priority level (blue =
low; yellow = medium; red = high).

In case of multiple alarms the arrow color corresponds to the highest priority notified.

An icon can be displayed in the box between the arrow buttons (Fig 62). It indicates
that there is an alarm on one of the “Bed areas” currently displayed.

Ny SN S

Fig 62

The Legend button displays a window with the meaning of all the different icons that
can be found while using the software (See paragraph 6.5.1).

The Values button displays all the available data (both referring to the non-alarmed
beds and referring to the non-alarmed devices on the alarmed beds).

The ICU button contains an acronym indicating the ward currently displayed. If the

Product is configured to cover more than one ward, the button can be clicked to open
a menu displaying all the configured wards.

6.5.1 Legend

The Legend button opens a window explaining the meaning of all the different icons
that can be found while using the software.

To display the “Legend”:
» Click the Legend button

The following window is displayed (Fig 63).
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GENERAL DEVICES

»

High priority alarm

Medium priority alarm

Low priority alarm

Additional Informations

Device not connected

Bed connected with no alarms

Bed in stand-by

] ClSDIN | ®| @b

More connected devices

% CLOSE

Fig 63

The window lists the “General” icons that can appear in different contexts. Another list
of icons, those indicating the connected devices, can be displayed by clicking the
“DEVICES” button indicated in Fig 63 A.

To see the “Devices”:
» Click the Devices button indicated in Fig 63 A

The “Devices” legend is this way displayed (Fig 64)
GENERAL DEVICES

ﬁ Anesthesia Delivery Unit {ADU)

f' Blood Filtration (DIA)

=
=

Blood-Gas Analyzer (BGA)

Heart-Lung Machine (HLM)

Incubator (INC)

Infusion Pump (INF)

Laboratory Information System (LIS)

Other (OTC)

Patient Monitor (MON)

Pulmanary Ventilator (VEN)

3|+ %% &

% CLOSE

Fig 64
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On this window all the possible icons are listed. Alongside the icon the device name
is specified, with the corresponding abbreviation / acronym (e.g. INF refers to infusion

pumps, MON to patient monitors and so on).

6.6 Events list

It is possible to display a detailed list of all the events occurred for a patient. To display

the events list:

» Click the “Bed area” referring to the bed to be displayed (Fig 65)

-
7 & Patient 7, Mark

& new

P1:Amiodaron 10 ng/mL/min
P2 :Noradrenaline 14 ng/mL/min
P3:

P4: Frusemide 12 ng/mL/min

-\~ Carescape
HR ECG: 64 bpm
NBP: 102/61 (81) mm Hg

|;| More devices

(1) Pump 1: Next EOI: Oh34m
L
Fig 65

DIG UD SCNUS IU 0006 ENG V03

The events list will be displayed on the right (Fig 66).

7 ¢ Patient7,Mark Male 40y MRHN:20000007

[

Interval: 1 hour 6hours 12 hours 1day 7days
& aew all
P1:Amiodaron 10 ng/mL/min ,20 mL/h, 10 mcg/mL, 00:20:00 minutes
P2: Noradrenaline 14 ng/mL/min ,23 mL/h, 15 mcg/mL, 00:21:00 minufes Event: all @ o 4 print
P3: ,45 ml/h, ,00:21:00 minutes Devices: all > - ﬂ ﬁ v ,
. : pH
P4: Frusemide 12 ng/mL/min ,22 mL/h ,4 mcg/mL, 00:21:00 minutes } ’. ‘ g & Q?
~N- Carescape
HRECG: 74 bpm Time  Device  # Description
NBP: 128/72 (100) mm Hg 09:55 MON o End: ECG Sensor Warning
SPO2Ar:96 % 09:55 MON ‘ End: Arterial Blood Pressure too high
&% Evita 09:55 MON A Arterial Blood Pressure too high
HRECG: 73 bpm 09:55 MON o ECG Sensor Warning
RR:13 bpm LOW 09:55 MON o End: ECG Sensor Warning
PEEP: 7mm He 09:55 MON A End: Arterial Blood Pressure too high
PSF:9 mL/s —
Pl mean: & mbar 09:55 MON @ ECGSensorWarning
PLT:7 mbar 09:55 MON A Arterial Blood Pressure too high
FiO2Art: 59 % . Bolus; Duration= 5 sec; Type= HandFree; Rate= 800
VTe: 374 mL 0953 INF ! ® mL/h; Volume=1.1mL
MVe: 4862 L/min 09:52 MON @ End: ECG Sensor Warning
09:52 MON A End: Arterial Blood Pressure too high
09:52 MON @ ECG SensorWaming
09:52 MON A Arterial Blood Pressure too high
g Bolus; Duration=5 sec; Type= HandFree; Rate=800
09:52 INF ! ® mL/h; Volume=1.1mL
09:50 MON @ End:ECG SensorWarning
09:50 MON A End: Arterial Blood Pressure too high
09:50 MON @ ECGSensorWarning
09:50 MON A Arterial Blood Pressure too high
g Bolus; Duration=5 sec; Type= HandFree; Rate=800
09:48 INF ! ® mL/h; Volume=1.1mL
(L) Pump 1: Next EOI: 0h34m \ 0945 MON A End: Arterial Blood Pressure too high
il o 0 .o .
SMART CENTRAL A (%) LEGEND & VALUES EVENTS ~ v
.
Fig 66
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[
The vertical bar indicated in Fig 66 delimiting the Events area, can
1 be dragged left/right to resize the area.

6.6.1 Events list description

The table shown in Fig 67 contains the list of all the events occurred on all the devices
connected to the selected patient during their stay.

r -
Alarm and events Vital Signs Ch
@ Range: 1 hour & hours 12 hours 1day
7 days all
Event: all @ o ‘
@ Devices: al $ A ga Yo " ﬁ pH
Ll
1222 M- o End: ECG Sensor Warning
1222 A= x E.nd: Arterial Blood Pressure too
= high
1221 M- l Arterial Blood Pressure too high
12221 M- o ECG SensorWarning
1214 M= a End: ECG Sensor Warning
1214 A x E!’Id: Arterial Blood Pressure too
= high
12:14 M- ‘ Arterial Blood Pressure too high
1214 = o ECG SensorWarning
Bolus; Duration=5 sec; Type=
1213 } 1 @ HandFree; Rate= 800 mL/h;
Volume=1.1mL
Bolus; Duration=5 sec; Type=
12:11 i 1 (@ HandFree;Rate=800mL/h;
Volume=1.1mL
1211 M- a End: ECG Sensor Warning
Lana A M oo < ]
Fig 67

The time period to which the events list refers can be selected using the “Range” filters
(Fig 67 A).

The “Event” buttons indicated in Fig 67 B are also filters making it possible to display
only certain types of events. The All button, selected by default, displays all the events

occurred in the selected time period. The ® button only displays the “Information”

events; the o buttons only display the low and medium priority alarms; the 4
button only displays the high priority alarms. Multiple selections is possible to display
two kinds of events at the same time (i.e. only low and medium priority alarms).
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The “Device” buttons indicated in (Fig 67 C) are also filters making it possible to display
only the events referring to a specific device. The All button, selected by default,

&
displays all the events occurred in the selected time period; the g button only

displays the events referring to the infusion pumps; the » button only displays the
events referring to patient monitors and so on... The full list of icons with their
explanation can be found in the “Legend” window (see paragraph 6.5.1). Multiple
selection is possible to display the events referring to two or more devices at the same
time.

The Print button indicated in Fig 67 D makes it possible to print the list of events
displayed (Fig 68).

dascom DEVICE EVENTS
HOSPITAL
DEPARTMENT
CHIEF DR.
PATIENT: Patient 4 Ross CODE: 20000004 BIRTHDATE: 5/3/1992
[ DATEmMME DEVICE __ # LEVEL DESCRIPTION
2311112017 02:52-17 MON 1 Heart Rate High
221112017 10:20 23 MON X Heart Rate High
221112017 10:20:05 MON n Heart Rate High
221112017 10:19:44 MON I Heart Rate High
221112017 10-10:43 INF 5 X END OF INFUSION
221112017 10:10:28 INF 5 n END OF INFUSION
221112017 10:10-28 INF 5 X NEAR END OF INFUSION
221112017 10-10-13 INF 5 1 NEAR END OF INFUSION
221112017 10:09:15 INF 3 X END OF INFUSION
221112017 10:09-00 INF 3 " END OF INFUSION
221112017 10:09:00 INF 3 X NEAR END OF INFUSION
221112017 10:08:45 INF 3 1 NEAR END OF INFUSION
22/1112017 10-07-06 INF 5 X END OF INFUSION
221112017 10:06:51 INF 5 X NEAR END OF INFUSION
221112017 10:06:51 INF 5 ] END OF INFUSION
22/1112017 10-06-36 INF 5 1 NEAR END OF INFUSION
221112017 10:03:02 INF 1 X Occlusion
2211112017 10:02:47 INF 1 ] Occlusion
22/1112017 10-00°38 INF 1 X END OF INFUSION
22/11/2017 10:00:23 INF 1 X NEAR END OF INFUSION
22/14/2017 10:00:23 INF 1 ] END OF INFUSION
22/11/2017 10:00:08 INF 1 1 NEAR END OF INFUSION
2201112017 09:23-25 MON X Heart Rate High
22/1412017 08:20:51 MON ! Heart Rate High
22/11/2017 09:20:45 MON X Heart Rate High
221112017 09:19-06 MON 1 Heart Rate High
A A A
11 > 3|  Aopows FIND 100% PRINT PRINT... EXPORT CLOSE

Fig 68

See paragraph 5.10 for the Product’s print functionalities.

The events table is displayed below (Fig 69).
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Time Device # Description

1222 M 0 End: ECG Sensor Warning

1222 - ‘ E.nl:l:Arterial Blood Pressure too
high

12221 =M ‘ Arterial Blood Pressure too high

12221 M @ ECG SensorWarning

1214 M 0 End: ECG Sensor Warning

1214 A~ ‘ E.nl:l:Arterial Blood Pressure too
high

1214 =M= ‘ Arterial Blood Pressure too high

1214 M o ECG Sensor Warning

Fig 69

The events table provides the following information:

. Event time (indicated as hh:mm)

. Type of device in which the event occurred

DIG UD SCNUS IU 0006 ENG V03

° Number (in case of infusion pumps it indicates the pump number)

. Alarm priority level
. Event description

. The black cross on the alarm symbol indicates the end of the corresponding

alarm

6.7 Dashboard configuration

If the Digistat Smart Central is configured as a “Dashboard” Smart Central, some
additional functionalities are available. These are the “Vital Signs” and “Charts”

functionalities, described below (Fig 70 A).

Both functionalities are accessible from the “Notification area”.

r
Alarm and events! : 5 Vital Signs Cha

Range: 1hour 6 hours 12 hours 1lday
7 days all
Event: all @ o 4
Devices: all } N f' ﬁ pH
Time Device # Description
1222 =W~ o End: ECG Sensor Warning
1222 - * E.nd:Arterlal Blood Pressure too
high
1221 - ‘ Arterial Blood Pressure too high
12221 W~ o ECG SensorWarning
Fig 70
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6.7.1 Vital Signs
Click the Vital Signs button to activate the “Vital Signs” functionality (Fig 71 A).

Q

r ~
Alarm and events Vital Signs Char[l &
Range: 1 hour 6 hours 12 hours 1day

7 days all
Interval: 1 min 5mins 15 mins 30 mins
1 hour

Devices: all } - ﬂ k f. a PH
8 &Y

COMFIGURED PARAMETERS -.
bpm 2 73 62

RR bpm 2 20 17
Fi0z L 1 42 24
[ |
Ju [ [ [}
Fig 71

“Vital signs” makes it possible to display in a table some selected patient parameters
(Fig 72). The displayed parameters are defined by configuration. In the table they are
grouped by acquisition device.

r ~
Alarms and events Vital signs Charts |5 =)
Range: 1hour 6hours 12 hours 1day 7days

all
Interval: 1 min 5mins 15mins 30 mins 1hour

@
©
(O

Devices: all , - gy e '. a pH A &

e [ F =
[Z] AtLparameTERS f 13:19 I
10

# AGW (AGWSERIAL5)
I

VolumeRate mLfh 45

InfusedVolume mL 83.9288 3184.788
VTBI mL 8 603
PumpPressure mm Hg 2 109
PumpTimeRemain s 20
PumpTimeRemain :20:00 00:21:00
DeltalnfusedVolume mL 300 0.800
I DrugConc meg/mL 10 -
L EEE.
Fig 72
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Use the “Range” filter (Fig 72 A) to display the time span within which the parameters
are acquired. For instance: if 1 hour is selected the table displays the parameters
acquired from one hour in the past to the present time; if 6 hours is selected the table
displays the parameters acquired from six hours in the past to the present time, and
SO on.

Use the “Interval” filter (Fig 72 B) to define the values acquisition interval (i.e.,
depending on the interval selected, the values displayed in the table are acquired each

minute, every 5 minutes, every 15 minutes, and so on).

Use the “Devices” filter (Fig 72 C) to display only the values acquired by the selected
devices.

Click on “Configured Parameters” (Fig 72 D) to display all the acquired parameters (1
minute interval).

The “all” option displays all the acquired parameters (1 minute interval).

[
l A task in the database deletes the previous data at a set time.

Click the print button @ to create a print report of the displayed parameters.

Click on the excel icon EEI to export the data to an XLS file.
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Click the Charts button to activate the “Charts” functionality (Fig 73 A).

-4

-
5 (_;(7 Patient 5, Ellen Female 20y MRN: 20000005

& acw

P1: Amiodaron 10 ng/mlL/min ,20 mL/h, 10 m...
P2: Noradrenaline 14 ng/mL/min ,23 mL/h,15m
P3: ,45 ml/h, ,00:21:00 minutes

P4: Frusemide 12 ng/mL/min ,22 mL/h ,4 mcg...

~N- CARESCAPE
HR ECG: 65 bpm
AP:117/83(100) mm Hg
SPO2 Art: 88 % LOW

Evita

HR: 79 bpm
RR:25 bpm HIGH
PEEP: 7T mmHg
PSF:6 mL/s

Pl mean: 6 mbar
PLT:5 mbar
Fi02:47 %
VTe:323 mL
MVe: 8075 L/min

-
Alarms and events Vital signs Chdrts @
Range: 1 hour 6hours 12 hours 1day

Filter: Off On

OxyCRG HR RR -=- 5PO2

114

50 | gl - ] LY
90 mpaEl g m R e Al pm gy A sl R, A
66
42
18
-6

07/0312:10 O0T7/0312:20 07/0312:30 O07/0312:40 07/0312:50 07/03 13:00

Arterial Pressure
141
122
103
a4
65
46
07/0312:10 07/0312:20 07/0312:30 07/0312:40 0T/03 12:50 07/03 13:00

M ART: M ARTm I ARTd

Opiate Induced Respiratory Depresgiefm: — p —rr —oPm —o2

@ o

L e NN

w

s
Mmoo o

@ @ oo

07/0312:10 07/0312:20 07/0312:30 07/0312:40 07/03 1250 07/03 13:00
from 12:06 to NOW

A 4 4

DEVICE EVENTS

HIGH A F 8

oe o

(i) Pump2: Next EOI: 2h01m
L

Fig 73

00 O

“Charts” makes it possible to display different charts drawn from the acquired
parameters (Fig 74). The charts show the configured parameters as trends. The
number of charts, their contents and names are defined by configuration.

Alarms and events

1 hour

Vital signs

& hours

Charts

=

12 hours

1day

P Range:
Filter:

OxyCRG
114

80 l.;-l_ 4.'_.1—-
66 ¥

42

18

-6

Off On

[ 3
-
b ey e

07/03 12:10 07/03 12:20 07/03 12:30

Arterial Pressure

141

122

103
a4
85

46

07/03 12110 07/03 12:20 07/03 1230

Opiate Induced Respiratory Depression

@ o
@ W oW w

w

HR

N .-'\.l"'\-..-l\.’.-

07/03 12:40 07/03 12:50

[P

07/03 12:40 07/03 12:50

—=5F0I == HR == FR

07/03 13:00

B ARTm E ARTE

07/03 13:00

—EPm  =—0Z

e T N e

—_— T T~ e T T e S T e TN —

07/03 12:10 07/03 12:20 07/03 12:30 07/03 12:40 07/03 12:50 07/03 13:00
frem 12:06 to NOW
A a A A A A
o o o o 0 o
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Use the “Range” filter (Fig 74 A) to define the time span to which the charts refer. For
instance: if 1 hour is selected the charts display the trends starting one hour in the past
until present time; if 6 hours is selected the charts display the trends starting six hours
in the past until present time, and so on.

Use the “Filter” option (Fig 74 B) to activate an algorithm that approximates the charts
values in a way making it possible to better display and evaluate the trends. If this
option is activated the acquired data are grouped five by five. Each group of five is
then ordered. Then only the middle value of five is kept, while the other four are
discarded. This procedure eliminates the lowest and highest values (i.e. artefacts) and
provides a “normalised” chart.

The chart indicated at the bottom of the page (Fig 74 C) is always present and displays
on three rows the device events. Each event is positioned according to its priority level
and time of occurrence.

Click any chart to display a vertical cursor making it possible to display the values of
all charts at a given time (Fig 75 A).

Alarms and events Vital signs Charts @

Range: 1 hour 6 hours 12 hours 1day

Filter: Off On

OxyCRG
114

-,
ap { 8 s S=¥ = - - A
0 L - e g tay Spw W

42
18

Fig 75

6.7.3 Alarms statistics

A printed report of the alarm statistic history can be generated by accessing the
System Report menu, displaying graphical statistics inclusive of event summaries and
event details.

To print an Alarm statistic report:

> Click the Menu button on the control bar
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» Click on System Reports
> Click Smart Central Dashboard

From the prompted window it will be possible to select the data source (All available
patients or the selected patient) and the date range.

> Click the Generate button

A print preview of the selected Event statistics will open.

4 Once the Event Statistic preview is displayed, the buttons on the
command bar make it possible to perform various actions, as listed in
paragraph 5.10.

6.8 Notification area

A notification area is displayed on the right of the Digistat Smart Central screen,
reporting various notifications sentb‘the connected devices (Fig 76 A).

: —~
B e N O Ithm OF

1 (O Antonio, Bando 2 & Patient2, Jim
03/07/2017 12:41

# aow S Bed- 7WARNING
-te -
P1:Amiodaron 10 ng/mL/min P2: Near End of Infusion

(1 centra

P2: Noradrenaline 14 ng/mL/min E’
P3: -
. . PRy s 03/07[2017 12:41
P4 : Frusemide 12 ng/mL/min e
=\« CARESCAPE ECG Sensor Waming A
HR ECG: 76 bpm

AP: 104/76 (90) mm Hg

E] More devices

Y ) -
. \1) Pump 2:Next EOl: Oh13m 0%
F
4 (& Patient 4, Rose 5 (& Patient5,Ellen 6
& aow # aow g

P1:Amiodaron 10 ng/mL/min
P2: Noradrenaline 14 ng/mL/min
P3:

P4:Frusemide 12 ng/mL/min

P1:Amiodaron 10 ng/mL/min
P2: Noradrenaline 14 ng/mLfmin
P3:

P4: Frusemide 12 ng/mL/min

-\~ CARESCAPE . -
HRECG: T4 bpm Q More devices
AP: 115/61 (88) mm Hg
——1 SelectAlarms only
I;I More devices l; showall
\i: Pump 1: Next EOl: Oh55m "-i-" Pump 2: Next EOl: 2h01m i/\ Current Patient
s

SMART CENTRAL o %) Legend p val Al patients

Fig 76

The notification area can be, by configuration:
e Always visible
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e Automatically displayed when a new notification comes
e Only visible after user click on the Notification button on Control Bar (Fig 76 B).

The different messages are displayed in chronological order, (most recent on top - Fig
77 A) and by criticality (High priority alarms on top, then medium priority, then low

priority).

-
12/07/2017 12:31

® O ce-saven
Arterial Blood Pressure

too high; ECG Sensor ... E

I~ Select Alarms only

Show all
@ Current Patient

All patients

Fig 77

Each naotification is characterized by the colour corresponding to the priority level (red
for high priority, yellow for medium priority, blue for low priority).

@> 12/07/2017 12:09
Bed - 5 ALARM
Arterial Blood Pressure

too high; ECG Sensor @E’

Fig 78
In the message box (Fig 78), the following information is displayed:

e Date-time of occurrence

e The number of the bed from which the message comes

e The actual message text

e An icon characterizing the message type (Warning, Alarm, Info - Fig 78 A)

e Anicon indicating the message category (Fig 78 B)

e A “Callback” button. Click the button to access the patient station on which the
notification occurred (Fig 78 C)
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At the bottom of the area, four different filters are available, making it possible to choose the
type of message to be displayed (Fig 77 B). The available filters are:

e Only alarms

e All messages

e Messages relating only to the selected patient
e Messages relating to all patients

6.9 Alarms notification

, Digistat Smart Central shall not be used as a remote alarm system or
as an alarm replicator.

By default, the Digistat Smart Central screen displays the device data referring to a
bed only if there is an alarm notification coming from at least one of the devices
connected to that bed.

In a condition of “No notifications” the Digistat Smart Central screen would appear as
in Fig 79, where five connected “Beds” are displayed and where no devices on any of
the beds is in alarm state.

1 Q) Patient 1, Care

O

2 4 Patient2, Jim

&

i) Pump2:Next EOI:0h13m

3 ()0 Patient 3, Joe

&

i) Pump3:Next EOl: 1h20m

4 (& Patient 4, Rose

%’

i) Pump 1: Next EOl: 0h55m

5 (& Patient5,Ellen

&

i) Pump2:Next EOI:2h0lm

6 (& Patient 6, Bill

&

i) Pump3:Next EOI: 1h05m

Fig 79
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Each time an alarm occurs on one of the devices, the data relating to the bed to which
the device is connected is displayed. In Fig 80, for instance, bed 3 is notifying a high
priority alarm. A short text specifying the kind of alarm occurring is displayed on the
“Bed area”.

1 () Patient1, Care 2 (& Patient2,Jim 3 A Patient 3, Joe

N+ Carescape
‘ Arterial Blood Pressure too high;
ECG Sensor Warning

O &

(i) Pump2: Next EOI: 0h13m

4 & Patient4,Rose 5 (& Patient5,Ellen 6 (& Patient6,Bill
- —~ (i) 3: Nex :
(1) Pump 1:Next EOI: 0hs5m (1) Pump2: Next EOI: 2h01m 1) Pump 3:Next EOI: Th05m

o ~ (2) LEGEND > VALUES

Fig 80
In addition, a sound notification is provided. Three different sounds exist, one for each

alarm priority level. In case of multiple alarms, the sound corresponding to the one with
highest priority is provided.

The occurrence of alarms is also notified on the command bar by the arrow-buttons
indicated in Fig 81, Fig 82 and Fig 83.

N (2) Legend @ Values

Fig 81

Q ”2 Legend & Values
Fig 82

(@) n = V.
N (2) Legend Gp Values

Fig 83

These buttons make it possible to scroll up and down the screen when itis not possible
to display all the configured “Bed areas” at the same time.
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When one (at least) of the non-displayed “Bed areas” is notifying an alarm, the
corresponding button takes the color corresponding to the alarm priority level (blue =
low; yellow = medium; red = high).

In case of multiple alarms the arrow color corresponds to the one with the highest
priority.

An icon can be displayed within the box between the arrow buttons (Fig 84). It
indicates that there is an alarm on one of the “Bed areas” currently displayed.

A visual feature on the upper bar on each “Bed area” keeps temporarily track of the
last alarm notified after the “Bed area” has changed to a different priority level alarm
(or no alarm). This makes it possible to be aware of alarms occurring and rapidly
passing.

When the state of a “Bed area” changes to a lower level alarm (or no alarm ), the color
relating to the previous alarm (Fig 85) remains on the heading bar for a certain
configurable time.

(6 & Patient 6, Bill 4 (& Patient 4, Rose 6 (& Patient 6, Bill
[—

& & &

(3) Pump3: Next EQI: 1hoSm (i) Pump 1:Next FOI: 0h55m

Fig 85

6.9.1 Alarms notification on Control Bar

Alarms are also notified on the Control Bar, so that they are always visible.
— PC-CMP 1T:41

I e O D SV A e

Fig 86

The button color depends on the alarm priority level (cyan=low; yellow=medium,;
red=high). For high and medium priority alarms, the button flashes.

» Click the button to display the notification area (Fig 86 A)

The notification disappears when the alarm conditions no longer exist.
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6.10 Sound Check procedure

The Sound Check procedure shall be performed at least once per
shift.

When Digistat Smart Central is started, it provides a specific sound indicating that the
sound notification of alarms is working properly.

If the sound is not provided the user can perform a “Sound Check” procedure. To
perform the “Sound Check” procedure

» Click the Menu button on Control Bar (Fig 87)
' N
I e N = GG
Fig

The following menu is displayed (Fig 88).

MAIN MENU X

E?;I CLINICAL
i} CONFIGURATION

SYSTEM
ADMINISTRATIO

@ PATIENT REPORTS

SYSTEM
CONFIGURATION

MODULES
{2 CONFIGURATION

@ SYSTEM REPORTS

I||I‘ﬂ|\|‘| STATISTICS p CHANGE PASSWORD
O QuIT i ABOUT
X CLOSE
Fig 88
> Click on

The following menu opens (Fig 89).
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MODULES CONFIGURATION X
|__é DAS Ports @:'@ SOUND CHECK

SmartCentral

Eﬁl} Maintenance Log

% CLOSE

Fig 89
» Click on Sound Check (Fig 89 A)

The following pop-up window opens, asking whether a sound is heard or not from
speakers (Fig 90).

7\
? Sound Check

Fig 90

If a sound is heard, then click Yes. The pop-up window disappears and nothing else
happens (meaning that Digistat Smart Central is working correctly).

If no sound is heard, then click No. The pop-up window disappears and a notification
is displayed on Control Bar, meaning that an error occurred while checking the sound
notification system (Fig 91).

= PC-CMP 17:41 \
DIGISTAT | Choose patient... ‘ & | 5om (D Enrra | © i novaoy @ O
S

Fig 91
The notification remains while working with Digistat Smart Central. It disappears when

another “Sound Check” procedure is performed and a “YES” answer is provided in the
end.

The _ button can be clicked to display a more detailed explanation of the
error occurred (Fig 92).
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are not working correctly

22/11/2017 09:34
u SPEAKER ERROR PC-Sounds
Checkif pc audio and speaker...

Fig 92
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6.11 Patient admission, selection and search

In some Digistat Smart Central configurations it is possible, for users having specific
permissions, to use patient admission, search and selection tools.

To access these functionalities:

» Click the Patient button on Control Bar (Fig 93 A and Fig 94)

= DIGISTAT | Choose patient... ‘

1 &

() Pump 1: Next EOI: 00h06m

2 (& Patient2,Jim

&

() Pump2: NextEOI: 00h01m

icu > 2:53AM
& aom |1 cerrar |

) Q
& 23novaomr Y

3 (& Patient3, Joe

&

() Pump2: Next EOI: 00h03m

4 o Patient 4, Rose

W" Carescape B450 - GE
@ Heart Rate High

@ Pump 5: Next EQI: 00h02m

SMART CENTRAL

Fig 93

Choose patient...

Fig 94

5 00 Patient 5, Ellen

&

(1) Pump3: Next EOI: 00h03m

6 (& Patient 8, Bill

&

(1) Pump 1: Next EOI: 00h0Om

~ (2) Legend

< Values

The “Anonymous Patient” screen is displayed by default (Fig 94).
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6.11.1 The “Anonymous Patient” screen

DIGISTAT | Choose patient...

Q‘te and admit an anonymous patient

9
PATIENTS 10
SEARCH

ANONYMOUS IN BED

PATIENT EXPLORER  (¥) NEW/ADMIT & EDIT SELECT [] NONE X CLOSE

Fig 95

The “Anonymous Patient” screen makes it possible to admit a patient whose data are
not yet available. In the area indicated in Fig 95 A all the available beds are listed.

To admit an anonymous patient to a bed,
» Double click the row corresponding to the wanted bed

User confirmation is required (Fig 96).

Fig 96

» Click Yes to admit the patient. The Digistat Smart Central screen related to that
patient is then displayed. A temporary name is automatically assigned (Patient
10 - Fig 97 A)
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2 Age: 17 years

| PATIENT 10 & =
| :

Patient 10

" AGW - Carefusion

P1:15 mL/h, 00:01:06 EOI

P2: 27 mL/h, 00:02:59 EOI

P3:37 mL/h, 00:03:31 EOI

P4: 46 mcg/h, 0.92 mL/h, 50 mecg/mL, 00:04:35 EOI
P5: 2 mmol/h, 0.2 mL/h, 10 mmol/mL, 00:07:38 EOI
P6: 18 mmol/h, 1.8 mL/h, 10 mmol/mL, 00:01:40 EOI

Male 17y MRN: 20000010

Day: 0

Range:

Event:

Carescape B450-GE
HRECG: 63 bpm
Art:128/73(91) mm Hg
NIBP: 123/75 (81) mm Hg
SPO2Art:92 %

Time

Evita 4-Drager
RR:20.68 bpm

PEEP: 39 cm H20

Pl mean: 100 ¢mH20
VTe: 356.09 mL

MVe: 4.52 L/min

(3) Pump 1 Next EOL: 00h01m

Alarm and events

Devices:

Device

Vital Signs Charts =
1 hour &hours 12 hours 1day 7days
all
a @ O A
Al F e D@ A FY
Description

DIG UD SCNUS IU 0006 ENG V03

DQ Icu € 4:30 AM o
CENTRAL |~ 23NOV2017

SMART CENTRAL

Fig 97

» Use the “Edit patient” functionalities to later complete the patient data (see

paragraph 6.13.2)

6.11.2 Admitted patients list

o)
(%2) Legend

To display the list of admitted patients:

» Click the In Bed button on the command bar (Fig 98 A)

The list of beds configured in the domain is this way displayed (Fig 98 B).
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ICU 2:56 AM
Dg CENTRAL 23 NOV 2017 @

PATIENTS
SEARCH

ANONYMOUS IN BED

PATIENT EXPLORER @) NEW/ADMIT & EDIT [C] NONE X CLOSE

Fig 98

The rectangular buttons on the screen (Fig 98 A) represent the beds configured in the
workstation domain (usually the beds of a specific ward). If a patient is admitted to a
bed, the patient name is displayed on the area (Fig 99 A). Below the patient name you
can read the admission date. Areas with no name correspond to empty beds (Fig 99
B).

B () S

20620171433

Fig 99
» Click one of the areas to select the corresponding patient

The name of the selected patient is displayed on the Patient button on Control Bar
(Fig 100).

PATIENT 4,ROSE () 185 %Y= D=0

4

Fig 100

The current situation of the selected patient (i.e. the corresponding “Bed area”) will be
displayed in full-screen mode (Fig 101).
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{4 ()0 Patient 4, Rose Femmina 25y MRN: 20000004 Alarms and events Vital signs Charts =
—

& . -
} AGW - Carefusion Range: 1 hou Ghours 12 hours 1day
P1: Amiodaron 10 ng/mL/min ,20 mL/h ,10 mcg/mL, 00:... Tdays all
P2: Noradrenaline 14 ng/mL/min ,23 mL/h ,15 mcg/mL, 00§
P3: ,45 mL/h, ,00:21:00 minutes Event a @O A
P4: Frusemide 12 ng/mL/min ,22 mL/h ,4 mcg/mL, 00:20...8 peyices: all } A ‘,& b " \6 oH
M+ 650- GE :
HR ECG: 62 bpm g & %
NBP: 103/60 (81) mm Hg c
SPO2 Art: 90 % 145 2 X c
513 Evita XL - Draeger 10a e x ‘E!u‘l: Arterial Blood Pressure too
- Fil
HRECG: 71 bpm el
RR:24 bpm HIGH 10:46 = o End: ECG SensorWarning
PEEP: 8mm Hg 1045 @ 2
PSF:5 mL/s 10:46 M- A Arterial Blood Pressure too high
Pl mean: 6 mbar 10046 W © ECG SensorWarning
19 mba
;;‘;Ar:;gr% 1045 A g E:L{‘J; Arterial Blood Pressure too
VTe:337 mL =
MVe: 8028 L/min 10:45 A o End: ECG SensorWarning
10:45 A 4 Arterial Blood Pressure too high
10:45 A= u ECG SensorWarning
10:45 e s E::‘l: Arterial Blood Pressure too
10:45 A “ End: ECG SensorWarning
1 Pump 2: Next EQl: 0h13m 10:45 A A Arterial Blood Pressure too high
10045 A n ECG SensorWarning =
o i (2) Legend 2

Fig 101

6.11.3 Patients from ADT

If a specific software component is installed server-side, the Digistat Smart Central can
acquire patient data from the hospital ADT.

If the software is so configured, and if bed information is provided, then the patient
can be directly admitted to bed by the ADT. In this case the ward staff will automatically
see the new patients on the list of admitted patients (Fig 98).

Otherwise, the patients assigned to the department by the ADT will be listed on a
specific screen. To access this screen:

» Click the ADT button on the command bar (Fig 107 A)
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Icu
UJ CENTRAL |~

DIGISTAT | Choose patient... ©)

ADT Patient List

PATIENTS
SEARCH

IN BED

PATIENT EXPLORER  (¥) NEW/ADMIT & EDIT SELECT [] NONE X CLOSE

Fig 102

Patients assigned by the ADT are listed on the area indicated in Fig 107 B.
For each patient the following information is provided:

e First name

e Lastname

e Sex

e Birthdate

e Patient Code

To select a patient
» Double click the row corresponding to the patient

The New/Admit Patient window, containing the available patient data will be
displayed (Fig 103).

NEW/ADMIT PATIENT
. J
1 1

~
v

I -

s a % e

Fig 103
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» Specify the bed number in the field indicated in Fig 103 A

6.11.4 Direct patient admission

It is possible to directly admit a patient to a bed by entering patient data. To do that,
use the New/Admit patient functionality, which is described in paragraph 6.13.1.

6.12 Patient search

To search for a patient’s data on the Digistat Smart Central database:

> Click the button indicated in Fig 104 A

s ; N
= DIGISTAT | Choose patient... ' Soaom | [T e | @ 2380 17 @ O

PATIENTS
o 1}

PATIENTS
0 SEARCH

ANONYMOUS IN BED

PATIENT EXPLORER (¥) NEW/ADMIT £ oIT [] NONE % CLOSE

Fig 104

The following screen will open (Fig 105).

08 November 2018 94



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

DIGISTAT | Choose patient... i =2 :ZCE‘:\JTRAL ) ;2’3&7”2017 ® @

LOCAL SEARCH
PATIENTS

ADMISSION

PATIENTS

LOCAL SEARCH

PATIENT EXPLORER [¥] SELECT [C] NONE X CLOSE

Fig 105

The search fields in the upper area make allow relevant patient’s information to be
searched (Fig 106).

<
W

Fig 106

To search for a patient:

» Enter the data of the patient you are searching for in one or more fields (Fig 106
A)

» Click the Search button (Fig 106 B)

The central area displays in a table the list of all the patients whose data match those
specified.

The system displays the list of patients who satisfy all the search parameters entered.
For example: if a search is performed by entering the patient’s date of birth, the result

will list all patients born on that date. If a search is performed by entering the patient’s
date of birth and sex the result will list only the men or women born on that date.
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the list of all the patients registered in the database

> Use the Clear button to clear the search filters

6.12.1 The search results

The search results are shown in the central part of the screen (Fig 107).

Care Patient 1
Claire Patient 10
Jim Patient 2
Joe Patient 3
Rose Patient 4
Ellen Patient 5
Bill Patient 6
Mark Patient 7
Aaron Patient 8
Blake Patient 9
Fig 107

The results are displayed in alphabetical order of the family name. The information
provided for each result depends on the configuration in use. In the example shown
in Fig 107 the columns indicate the family name, first name, sex, patient code and date
of birth of every patient. It is possible that not all the data will be available for a patient,

=T =T == T T =z = =

03/11/1990
02/05/2000
07/05/1993
07/05/1989
03/05/1992
03/09/1987
03/11/1967
03/12/1967
01/12/1960
15/07/1957

20000001
20000010
20000002
20000003
20000004
20000005
20000006
20000007
20000008
20000009

22/11/2017
22/11/2017
22/11/2017
22/11/2017
22/11/2017
22/11/2017
22/11/2017
22/11/2017
22/11/2017
22/11/2017

20000001#1
2000001041
20000002%#1
2000000341
20000004#1
2000000541
20000006%1
2000000741
20000008%#1
2000000941

in which case the area corresponding to the missing information is empty.

To select a patient on the list:

» Double click the row corresponding to that patient
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6.13 The Command bar

The command bar (Fig 108) contains buttons making it possible to perform different

Fig 108

1) Search (Fig 108 A) — This button, if configured, can be used to indicate the current
ward or department.

2) New/Admit Patient (Fig 108 B) — This button makes it possible to enter a new patient
in the database and to admit him/her to a bed (see paragraph 6.13.1 for the detailed

procedure).

3) Edit Patient (Fig 108 C) — This button makes it possible to edit the patient’s data (see
paragraph 6.13.2).

4) Print (Fig 108 D) - This button, when enabled, prints the grid currently displayed on
screen.

5) Export (Fig 108 E) - This button, when enabled, makes it possible to export the current
data to an XLS file.

6) Select (Fig 108 F) - This button makes it possible to select a patient.
7) None (Fig 108 G) — This button makes it possible to deselect a patient when he/she is
selected. After clicking the None button, the name of the previously selected patient

disappears from the Patient button (see paragraph 6.13.8).

8) Close (Fig 108 H) — This button closes the search screen (see paragraph 6.13.9).

6.13.1 New/Admit patient

The New/Admit Patient button (Fig 109) makes it possible to enter a new patient in
the database and to admit them into a bed.

EDIT PRINT EXPORT SELECT NONE CLOSE

To enter a new patient:

Fig 109

> Click the New/Admit Patient button

The following window opens (Fig 110).
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‘ amily Name H iven Name | nitials
. Patient Code Birth Date Sex
- |

Notes.

Admission Date - time Discharge Date - time.

11/23/2017 -] 3:21:16AM

Admission Code Height [cm] Weight [kg]

Location Bed
b= - :

v oK X CANCEL

Fig 110
» Enter the new patient’s data. The fields highlighted in pink are mandatory
» Click Ok to confirm
The new patient is registered in the database and admitted to the bed/department

specified in the “Location” and “Bed” fields (Fig 110).

6.13.2 Edit patient

The Edit Patient button (Fig 111) makes it possible to edit the data of a selected patient.

D

Remember that this button can only be used if a patient is selected. The nhame must
appear on the Patient button of the Digistat Smart Centra+l Control Bar (Fig 112).

Fig 111

The “edit” operations performed are always for the patient whose name appears on
the Patient button (Fig 112).

Day: 0

PATIENT 4, ROSE Q ‘I’:ie;ﬁ years

Fig 112

To edit the patient’s data:
» Select the patient whose data must be edited
» Click the Edit Patient button

A menu containing different options opens (Fig 113).

08 November 2018 98



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

EDIT
DELETE
DISCHARGE

ADMIT

® MOVE

EDIT

Fig 113

Each of these options makes it possible to perform a different operation. The functions
of the different buttons on the menu are described in the following sections.

6.13.3 Move

The Move button (Fig 113 A) makes it possible to register the transfer of the patient
selected to a different bed and/or a different location.

To transfer a patient:
» Select the patient

The name of the selected patient is displayed on the Patient button.
» Click the Edit Patient button

A drop-down menu containing various options opens (Fig 113).
» Click the Move button (Fig 113 A)

The following window opens (Fig 114).

SELECT THE NEW BED FOR THE PATIE Q

Location

1 (Patient 1, Care)
N4 0K % CANCEL
Fig 114

» Use the arrow buttons (Fig 114 A) to select the bed to which the patient will be
transferred

The upper button opens a list of all the locations available.
The lower button opens a list of all the beds available in the location selected.
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If the name of a patient appears alongside the bed number, the bed is already
occupied.

> Click Ok to confirm

If an occupied bed is selected and the Ok button is clicked, a pop-up message is
provided, asking whether we want to exchange the patients in the two beds.

THE SELECTED BED IS OCCUPIED. DO YOU WANT TO SWAP THE PATIENTS ON THE TWO BEDS?

Fig 115

6.13.4 Admit

The admission button is disabled. The admission procedure is performed together with
the “New patient” recording procedure. See paragraph 6.13.1.

6.13.5 Discharge
The Discharge button makes it possible to register the discharge of a patient.
To discharge a patient
» Select the patient
The name of the selected patient is displayed on the Patient button.
» Click the Edit Patient button
A menu containing various options opens (Fig 116).

EDIT

DELETE

@ DISCHARGE

ADMIT

MOVE
EDIT
Fig 116
» Click the Discharge button (Fig 116 A)

A pop-up message requesting confirmation of the operation opens (Fig 117).
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AREYOU SUREYOU WANT TO DISCHARGE THIS PATIENT?

Fig 117

» Click Yes to proceed with the discharge of the patient

This action opens the window containing the patient’s data (Fig 118 — unlike the window
shown in Fig 110, here you can change the date and time of discharge).

EDIT PATIENT
Family Name Given Name Initials
Patient 7 Mark
. Patient Code Birth Date Sex

P 20000007 12/3/1967 M -
Notes
Admission Date - time Discharge Date - time
11/22/2017 ~| T:ET:40AM = 11/23/2017 - 9:07:56 AM

Admission Code Height [cm] Weight [kg]
2000000741 181 @ j‘ 90

Fig 118

OK X CANCEL

» Click Ok to complete the discharge procedure (Fig 118 A)

6.13.6 Delete

The Delete button makes it possible to delete all data of a patient from the database.

To delete a patient’s data:

» Select the patient

The name of the selected patient is displayed on the Patient button.

> Click the Edit Patient button

A menu containing various options opens (Fig 119).
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EDIT

® DELETE

DISCHARGE
ADMIT

MOVE
" EDIT
Fig 119
» Click the Delete button (Fig 119 A)
A pop-up message requesting confirmation is provided (Fig 120).

Are you sure you want to permanently DELETE THIS PATIENT and ALL THEIR RECORDS?

PATIENT: Patient 7, Mark

» Click Yes to proceed with the deletion procedure

Fig 120

Once a patient has been deleted it is no longer possible to access any
, document regarding him/her acquired through the Digistat Smart
Central.

Therefore, it is necessary to perform this operation with extreme
caution.
Only users with specific permissions are enabled to delete a patient.

6.13.7 Edit

The Edit button makes it possible to edit data of a selected patient.
To edit a patient’s data:
» Select the patient.

The name of the selected patient is displayed on the Patient button.
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» Click the Edit Patient button

A menu containing various options opens (Fig 121).

@ EDIT

DELETE
DISCHARGE
ADMIT

MOVE
Fig 121
» Click the Edit button (Fig 119 A)

A window containing the patient’s data opens (Fig 122).

EDIT PATIENT X

Family Name Given Name Initials

Patient 7 Mark
. Fatient Code Birth Date Sex
. 20000007 12/3/1967 M
Motes
Admission Date - time Discharge Date - time
11/22/2017 ~ T:i57:40AM =
Admission Code Height [cm] Weight [kg]
2000000741 181 = 9 o
v OK X CANCEL
Fig 122

» Edit the patient’s data

» Click Ok to confirm (Fig 122 A).

6.13.8 Deselect patient

The None button (Fig 123) makes it possible to deselect the selected patient (whose

name is shown on the PATIENT button).

Fig 123
To deselect a patient:

» Click the None button (Fig 123)
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The patient’s name disappears from the Patient button.

6.13.9 Close

The Close button (Fig 124) makes it possible to close the search screen.
N/ADMIT EDIT PRINT EXPORT SELECT NONE

To close the patient search screen:

Fig 124

» Click the Close button on the screen (Fig 124)
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7. Bedside configuration

The Digistat Smart Central can be configured to be “locked” to a single bed. In this
case the screen displays the data of the connected bed in full-screen mode. In Fig 125
the workstation is locked to bed 2.

2 & Patient2,Jim

& acw
P1:Amiodaron 10 ng/mL/min ,20 mL/h , 10 mcg/mL, 00:21:00 minutes
P2: Noradrenaline 14 ng/mL/min , 23 mL/h, 15 mcg/mL, 00:20:00 minutes
P3: ,45 mL/h, ,00:21:00 minutes
P4: Frusemide 12 ng/mL/min ,22 mL/h, 4 meg/mL, 00:21:00 minutes

M+ Carescape
HRECG: 77 bpm
AP:124/71(37) mmHg
SPO2 Art: 95 %

&' Evita
HRECG: 73 bpm
RR:22 bpm HIGH
PEEP: 6 mm Hg
PSF:5 mL/s
Pl mean:5 mbar
PLT:5 mbar
FiO2 Art:59 %
VTe:332 mL
MVe: 7304 L/min

i) Pump2:NextEOI:0h13m

(2) LEGEND ©» VALUES MYPATIENTS

Fig 125
The “Bed area” is the same as described above.
Three buttons are in the command bar.

Use the Legend button to display the “Legend” window explaining the meaning of the
different icons (see paragraph 6.5.1).

Use the Values button to display the device values when no alarm is provided (see
paragraph 6.4.1).

Use the MyPatients button to select other beds to be displayed on the screen (see
next section).

08 November 2018 105



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

7.1 My Patients

The “My patients” functionality makes it possible to display up to 4 additional “Bed
areas” on a “Bedside” workstation (maximum 5 in total, depending on configuration).

To use this functionality:
» Click the MyPatients button on the command bar

The following window opens (Fig 126).

A > My patients @5 Other patients ICU

2 - Patient 2, Jim 1- Patient 1, Care

3 - Patient 3, Joe

4 - Patient 4, Rose

5 - Patient 5, Ellen

6 - Patient 6, Bill

7 - Patient 7, Mark

8 - Patient 8, Aaron

oK CANCEL

Fig 126
On the left, in the “My patients” column, is the list of “Bed areas” currently displayed
(Fig 126 A). Each box represents a “Bed area”. The box on top represents the patient

to which the workstation is locked.

On the right, in the “Other Patients” column, all the existing “Bed areas” are listed (Fig
126 B).

To select a “Bed area” to be displayed on screen,
» Click the corresponding box for the patient in the “Other Patients” column
The box disappears from the “Other Patients” column (right) and is displayed on the

“My Patients” column (Left). A maximum of 4 additional “Bed areas” can be selected
(depending on configuration).
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MYPATIENTS

My patients

2 - Patient 2, Jim

3 - Patient 3, Joe

5 - Patient 5, Ellen

8 - Patient 8, Aaron

10

Other patients ICU

1- Patient 1, Care
4 - Patient 4, Rose
6 - Patient 6, Bill

T - Patient T, Mark

oK CANCEL

Fig 127

In Fig 127 “Bed areas” 3, 5 and 8 are selected.

> Then click the Ok button

The Digistat Smart Central screen is displayed as shown in Fig 128.

2 (& Patient2,Jim

& acw
P1:Amicdaron 10 ng/mL/min
P2:Moradrenaline 14 ng/mL/min
P3:
P4:Frusemide 12 ng/mL/min

-N- Carescape
HRECG: 61 bpm
AP:109/80 (24) mmHg

I;' More devices

(1) Pump2:Next EOl:0h13m

3 (% Patient 3, Joe

& acw
P1:Amiodaron 10 ng/mL/min
P2:MNoradrenaline 14 ng/mL/min
P3:
P4:Frusemide 12 ng/mL/min

5 (& Patient5,Ellen

et
P1:Amiodaron 10 ng/mL/min
P2:MNoradrenaline 14 ng/mL/min
P3:
P4:Frusemide 12 ng/mL/min

8 (¥ Patient 8, Aaron

& acw
P1:Amiodaron 10 ng/mL/min
P2:Noradrenaline 14 ng/mL/min
P3:
P4:Frusemide 12 ng/mL/min

D More devices

(1) Pump3:Next EOI: 1h20m

D More devices

i) Pump 2:Next EOI: 2h01m

I;, More devices

(1) Pump2: Next EQl: 0h23m

Fig 128

(@) LEGEND » VALUES

MYPATIENTS

The “Bed area” to which the workstation is locked is number 1 (large, on top). “Bed
areas” 3, 5, 8 are displayed underneath the locked “bed area” and are smaller.
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The additional “Bed areas” can be enlarged.

» Click on one of the additional “Bed areas” to enlarge it. Click again to bring it
back to the original proportions

In order to remove one or all the additional “Bed areas”,
» Click the MyPatients button on the command bar

The “My Patients” window is displayed (Fig 127).

To remove an additional “Bed area”,

» Click the box corresponding to the “Bed area” to be deselected in the “My
Patients” column

The box disappears from the “My Patients” column (left) and is displayed on the “Other
Patients” column (Right). The deselected “Bed area” will not displayed anymore.
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8. Digistat Smart Central Mobile

Digistat Smart Central Mobile is a mobile application designed to bring some the
Digistat Smart Central functionalities directly “in the hands” of nurses and clinicians.

8.1 Information for the user

Please read carefully the following warnings.

Disconnection from server is possible.

In case of disconnection of the Digistat Smart Central Mobile
, application a specific notification is generated, consisting of a

characteristic and persisting sound and vibration. Sound

o duration is configurable. The sound is repeated until the
connection is reestablished. Connection is automatically
reestablished as soon as possible.

, The mobile device shall always be kept by the user either in
direct contact or close enough to be clearly audible.

o
The Digistat Smart Central Mobile application may display
personal and/or confidential information. It is therefore
recommended to not leave unattended the handheld device on

P9 which the Digistat Smart Central Mobile application runs or, in
case, to always logout before leaving it unattended.

, Digistat Smart Central Mobile can be closed by the user. After
which time the application will not send any other notification.

o
Because of the Android architecture, in exceptional cases, which

, are hard to foresee, the operating system can close the Digistat

P4 Smart Central Mobile application. After such event, the

application will not send any other notification.
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The update of data displayed on screen caused by device
, connection, power off, disconnection and change of status

depends on the time required by the device itself to

o communicate the changes. This time depends on various factors.
Among them is the device type and type of connection. For some
devices, there are conditions in which the delay in
communicating changes might be important. Since they might
change depending on devices configuration and operational
conditions, it is not possible to provide an indication of the delays
for all the possible devices

, The mobile device shall support the vibration mode.

[

Check that the medical devices are correctly connected by
verifying that their data are displayed on the Digistat Smart

P Central Mobile.

Use the sound check procedure to verify if the audio and the
, vibration on the handheld device is correctly working (see
paragraph 8.7 for the procedure). The procedure should be

o performed once per shift.

On the connected medical device where it is possible, generate
an artificial alarm condition to verify that the corresponding alarm
notification is correctly displayed on the Digistat Smart Central

P Mobile (it is suggested to perform this check at least once per
shift).

Within the Digistat Smart Central Mobile Application the alarms
, are grouped in “physiological alarms”, “technical alarms” and
P4 “other”. This kind of differentiation has no impact on the way the

alarms are displayed on the Digistat Smart Central Mobile
interface.
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The drivers used to read the data from the connected medical
, devices have a reading-cycle of less than 3 seconds (i.e. all the

data from the devices is read every 3 seconds at maximum).
However, there are devices that communicate the information
less frequently (5-10 seconds interval). Refer to the specific driver
documentation for details on the reading-cycle.

As soon as a driver detects an alarm, it takes maximum 1 second
to transfer it to the Digistat Smart Central Mobile.

system to be fully operative again and therefore generate alarm
notifications (usually this time is less than 3 minutes, however it
depends on the configuration of the used computers).

, In case of electrical black-out, it takes a few minutes for the

8.2 Start-up

Although the contents are the same, start-up and layout are slightly different on the
Ascom Myco device (if integrated with Ascom Unite) and other Android handheld
devices (or Ascom Myco not integrated with Ascom Unite).

The layout displayed in Fig 129 is referring to a scenario where the Ascom Myco is
integrated with UNITE.

8.2.1 Ascom MYCO (w/ Unite) Start-Up

On the Ascom Myco device, when integrated with Ascom Unite, the Digistat Smart
Central Mobile application is already running on the rightmost page of the Myco’s
Unite launcher.
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Q&EN g @ 6:46

ADM

(& Smartcentral Mobile

1 Alarms on 1 bed

Q Settings
Digistat Mobile Settings

Viewing all patients Logout

Fig 129

The available functionalities are listed on the page. Touch the row corresponding to
the functionality to open it.

The Settings option makes it possible to access some configuration options. A specific
password is required to access this area (Fig 130).

Settings login
Warning: opening settings will stop DM
service.

CANCEL 0K

Fig 130

» Insert password and touch OK to access these options. The following screen
will be displayed.
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ascom

TEST

Standalone installation

My IP address: Device Serial ID:

10.0.2.15 d7a1d535b0eafbbs
Device ID:

BACK SAVE

Fig 131

It is here possible to specify the IP address of the server and the server port (Fig 131
A).

After editing:

» touch the Test button to test the new settings
» touch the Save button to save the changes made,

The lower field (Device ID - Fig 131 B) makes it possible to change the device id code.

8.2.2 Android device start-up

On the handheld device,

=
» Touch the & icon.

The following screen will be displayed (Fig 132).

08 November 2018 113



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

A Android ADM N E=X10:13

0 = DIGISTAT Mobile

® Smartcentral Mobile

No alarms

Viewing all patients Logout

Fig 132

The available functionalities are listed on the page. Touch the row corresponding to
the module to open it.

» To access the “Settings” area, touch the icon on the top-left corner.

The following options will open (Fig 133 - see paragraph 8.3 for the full list of options).

:% DIGISTAT Mobile 4.3.1a

= Copyright @ Ascom UMS

E Login

(o) Select patients
Q Settings
g --47ms

B  about

Fig 133

» Touch Settings to access the settings management screen. A specific
password is required to access this area.
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Settings login
Warning: opening settings will stop DM

CANCEL 0K

Fig 134

» Insert password and touch OK to access these options. The following screen
will be displayed.

DIGISTAT Mobile

[i72.:20.224.69

52000

Standalone installation

My IP address: Device Serial ID:
10.0.2.15 5bef769e3clec9c

Device ID: 5b6f769e3c0ec19c

BACK

Fig 135

It is here possible to specify the IP address of the server and the server port (Fig 131
A).

After editing:

» touch the Test button to test the new settings
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» touch the Save button to save the changes made,

The lower field (Device ID - Fig 135 B) makes it possible to change the device id code.

8.2.3 Updates installation (APK files)

Whenever a software update is available, an additional row is displayed on the start
page.

ADM Y E207:38

= DIGISTAT Mobile

SmartCentral Mobile
® M “ o

peasss—

Install APK

0 1. Digistat Mobile o

Fig 136

To install the software updates

» Touch the row indicated in Fig 136 A.

8.3 Lateral Menu

The
137).

icon on the top-left corner opens a menu containing different options (Fig

==> DIGISTAT Mobile
a8

=" Copyright @ Ascom UMS

Logout
&) Select patients

<) Audio test

F o Settings

|

E About
Fig 137
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These are:

Login
Touch this option to access the login screen (described below - Fig 140).

Select Patients
Touch this option to access the Patients List (see paragraph 8.8).

Audio Test
Touch this option to perform an Audio Test (see paragraph 8.7).

Settings
Touch this option to access the Settings screen (see previous paragraph 8.2.2).

Wireless connection status
Indicating the wireless connection status.

About

Touch this option to open a screen containing general info about Digistat Smart
Central Product and Manufacturer. Touch Licenses on this screen (Fig 138 A) to display
the licenses associated with the Product.

DIGI Sfari

0 LICENSES

Fig 138
8.4 Login
To login to Digistat Smart Central Mobile

» Touch Login on the lower-right corner of the “Applications list” screen (Fig 139
A)
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= DIGISTAT Mobile

oY Smartcentral Mobile

No alarms

Viewing my patients

Fig 139

The following screen will be displayed (Fig 140)

Android -NYE=0653

ascom
Digistat Mobile

(A >psername Password
BACK LOGIN

Fig 140
» Insert username and password (Fig 140 A).
» Touch the Login button (Fig 140 B)

The acronym indicating the logged user will then be displayed either on the
“Applications list” screen (for Myco/UNITE version - Fig 141 A),

08 November 2018 118



Digistat Smart Central
User Manual

g B 6:46

martcentral Mobile
1 Alarms on 1 bed

Settings i
Digistat Mobile Settings

Viewing all patients

Logout

Fig 141
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or on the upper notification bar (for other android handheld devices - Fig 142 A).

A Android 4

ADM Y E=11:29
N——

= DIGISTAT Mobile

01 Smartcentral Mobile

1 Alarms on 1 bed

Viewing all patients

Fig 142

Logout

8.5 Upper notification bar

The upper notification bar (Fig 143 A) is always visible and displays general information.

& Android 4 0 ADMNY E211:33

= DIGISTAT Mobile

Fig 143
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The red bell icon placed on the top-left corner (only visible in non-Myco/UNITE devices

[] - Fig 143 A) is displayed if there are naotifications for one of the patients. It is as well
displayed if the Smart Central Mobile is not active.

On the top-right corner the following information is displayed (Fig 143 B):

e Acronym of the logged user (non-Myco/UNITE devices);
e Wi-fi connection status;

e Battery charge status;

e Time.

8.6 General System Notifications

Digistat Smart Central Mobile provides short notifications when the application is not
active as well (Fig 144 A).

A DIGISTAT Mobile - now v
Alarm on bed 3
Arterial Blood Pressure too high

ThirdPage

N
M 3

Play Store

S0 90

o O
Fig 144

» Swipe the notification to make it disappear.

» Touch the notification to directly access the relevant patient (see an example in
Fig 145).
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& SmartCentral Mobile 1=
I L -
3 Born 1967-03-18, Age 50 y
Sex Female, 1D 20000001
ALL DEVICES ALARMED (1)
A= PICCO

A Arterial Blood Pressure too high
= ECG Sensor Warning

Fig 145

8.7 Sound Check procedure

, The Sound Check procedure shall be performed at least once
per shift.
o

The Sound Check Procedure makes it possible to verify if the sound and vibration
notification of alarms is working properly.

To perform the “Sound Check” procedure

» On the home screen of the Digistat Smart Central Mobile Application, touch the =
icon on the top-left corner of the screen (Fig 146 A)
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A Android - N E=10:33

= DIGISTAT Mobile

Smartcentral Mobile
©

No alarms

Viewing my patients

Fig 146

The following menu will be displayed (Fig 147).

= DIGISTAT Mobile
a

=" Copyright ® Ascom UMS

Logout

o) Select patients

@ L D) Audio test

E o] Settings

|

E About
Fig 147

» Touch the Audio test option (Fig 147 A).

A test notification/sound will be this way provided (Fig 148 A).
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<) DIGISTAT Mobile - poy

@ e

1 Alarms on 1 bed

Viewing all patients Logout

Fig 148
, Do not use the device if you do not hear the alarm sound and/or
feel the device vibration.
[

8.8 Patients search functionalities

The application implements some patients search tools. These tools can be accessed
from the Patients List screen.

To access the Patients List
» Touch the “mode” indication on the lower-left corner of the screen (Fig 149 A -
this indication shows the current application mode, i.e. either “All Patients” or

“My Patients” or “One Patient”, see paragraph 8.9 for a more detailed
explanation).
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A Android ADM N E=X10:13

= DIGISTAT Mobile

® Smartcentral Mobile

No alarms

Viewing all patients Logout

Fig 149

On the non-Myco/UNITE application the same screen can also be accessed touching
the Select Patients option on the lateral menu (Fig 150 A - touch the [=licon on the
top-left corner to open the menu).

:% DIGISTAT Mobile 4.3.1a

= Copyright @ Ascom UMS

B Logn
0 ¢  Select patients }
£
O Settings 5
Q -13ms {
{

m About
PV W NV SV ey 2

Fig 150

In both cases, the following screen will open, containing the list of all the patients
configured on the device domain (Fig 151).
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All Patients
Johanna
1 Female, 50 y (born 1967-03-18)
D1
Ralf
2 Male, 40 y (barn 1977-02-15)
D2
3 Empty bed
Juan
4 Male, 33y (born 1984-06:06)
D3
John
5 Male, 70 y (born 1947-02-15)
D4
6 Empty bed
7 Empty bed
8 Empty bed
Mark
[s] Male, 49 y (born 1967-12-03)
D7
Aaron
10 Male, 56 y (born 1960-12-01)
Fig 151

To access the search functionalities
» Touch the icon indicated in Fig 151 A.

The following screen will open (Fig 152).

e

Android ADM N EX11:13
g

Search Patient

Name

i
Search Patient

Surname

Code

Fig 152

Three search options are available:

1 - textual search (see paragraph 8.8.1)
2 - barcode scan (see paragraph 8.8.2)
3 - NFC code scan (see paragraph 8.8.3)
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8.8.1 Textual search

» insert patient data in the fields indicated in Fig 153 A (name, surname, code),
then click the Search button (Fig 153 B). Partial information is allowed.

Android 4l ADM WY B 11:24

& Search Patient Tt

Fig 153

The list of patients whose data match those specified will be displayed (Fig 154).

Android 4l ADM WY £ 11:45

& Search Patient T

pat

Aaron Patient 8
10 Male, 56 y (born 1960-12-01)
D8

Bill Patient &

Male, 49 y (born 1967-11-03)
D6

Ellen Patient §

Female, 29 y (born 1987-08-03)
D5

Mark Patient 7

9 Male, 49 y (born 1967-12-03)
D7

Name 10 Patient 10
Female, 41 y (born 1976-06-11)
D10

Name 11 Patient 11
Male, 47 y (born 1970-03-13)
D11

Name 12 Patient 12

Female, 44 y (born 1973-01-13)
D12

Fig 154
The search is performed among all patients, both belonging and not belonging to the

device domain. If the patient is currently in bed, the bed number is displayed on the
left.
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» Touch the box corresponding to a patient to select the patient. User
confirmation is required (Fig 155).

Select this patient?
CANCEL 0K

Fig 155
> Touch Ok to confirm.

The patient will be this way selected (Fig 156).

A Android ADM N E211:52

DIGISTAT Mobile

Mark Patient 7
Born 1967-12-03, Age 49 y 0 X
Sex Male, ID 7

® Smartcentral Mobile

No alarms

Viewing 1 patient Logout

Fig 156

Patient data are on top of the page (Fig 156 A). All the data in the Digistat Smart Central
Mobile are now filtered by patient (i.e. all and only the selected patient
alarms/notifications are displayed).
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» Touch the cross indicated in Fig 156 B to deselect the patient and turn to “All
Patients” mode again.

8.8.2 Barcode Scan search

The Barcode Scan functionality makes it possible to select a patient by scanning
his/her code .

To access the Barcode Scan functionality

» Access the search page as described in paragraph 8.8.

» Touchthe ™ iconindicated in Fig 157 A.

ADM WY E=X11:13

Fig 157
The device camera will be in this way activated.
» Scan the wanted patient’s barcode.

The patient will be this way selected. The screen shown in Fig 156 (example) will be
displayed.
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8.8.3 NFC Reader search

The NFC Scan makes it possible to select a patient using the device’s own Near Field
Communication sensor.

To do that:

» Access the search page as described in paragraph 8.8.
The device NFC reader will be this way activated.

» Position the device close to the patient’s Tag.

The patient will be this way selected. The screen shown in Fig 156 will be displayed.
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8.9 “My patients” mode

“My patients” mode makes it possible for a user to select one or more patients and
create a “group” of patients who are under their charge.

“My patients” can be enabled or not by configuration and applies to the handheld
device. So, there can be devices with “My patients” enabled and devices with “My
patients” disabled.

Depending on the device configuration, if the “My patients” mode is activated, the

following notifications can be displayed on the handheld device:

a) The notifications related to the patients selected as “My patients”;

b) The notifications related to the patients selected as “My patients” and those related
to the patients that no one has explicitly taken in charge;

c) The notifications related to the patients selected as “My patients”, those related to
the patients that no one has explicitly taken in charge and those related to other
patients if the devices which had them in charge “lose” them (for any reason, low
wi-fi signal for instance).

On the lower-left corner of the modules list screen, it is specified if the device is
currently set on “My patients” or “All patients” (Fig 158 A).

4l B 8:45

* Settings
Digistat Mobile Settings

Logir

<

Fig 158

» Touch the indication (Fig 158 A) to display the managed patients list (Fig 159).
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& All Patients Q

Johanna  peess

1 Female, 50 y (born 1967-03-18)
D1
Ralfe ls

2 Male, 40 y (born 1977-02-15)
D2

3 Empty bed
Juans peim

4 Male 33y (bom 1984-06.06)
D3
John u

5 Male, 70y (born 1947-02-15)
D4

6 Empty bed

7 Empty bed

8 Empty bed
Mark -

9 Male, 49 y (born 1967-12-03)
D7
Aaron Sems o

1 0 Male, 56 y (born 1960-12-01)

Fig 159

8.9.1 “My patients” activation

To activate “My patients”

» Touchthe = icon (Fig 159 A).

The following menu will open (Fig 160).

My Patients
Copyright © Ascom UMS
My Patients

Q Search
G Exit
Fig 160

» Touch My Patients (Fig 160 A).
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The device switches this way to “My patients” mode. “My patients” list will be displayed
(Fig 161). In Fig 161 no patients is selected to be part of “My patients” list. See next
paragraph for instructions on how to select “My patients”.

-\ E209:37

= My Patients 0 o Q

MY PATIENTS (0) ALL

Fig 161

NOTE: The same procedure can be performed to switch back to “All patients”.
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8.9.2 How to select “My patients”

To select the list of patients forming “My patients” list, on “My patients” list screen,
> touchthe ¥ icon (Fig 161A).

The following screen will be displayed (Fig 162 - “My patients setup”).

Android ~\Y E=>09:41

<« Setup My Patients
ALL(10) MY PATIENTS(0)  NOT MONITORED(10)
1 Empty bed \
»
2 Ralf #s=s & \
‘A > » Born:1977-02-15 Age:40 y Sex:M Code:20000002

3  Johannalfy s % \
» Born:1967-03-18 Age:50 y Sex:F Code:20000001
4  Juanms \
» Born:1984-06-06 Age:33 y Sex:M Code:20000003
5  Johnlmm e
» Born:1947-02-15 Age:70 y Sex:M Code:20000004
6 Empty bed X
»

X
7 Empty bed
»

X
8 Empty bed
»
~ he e o S

Fig 162

A patient can be selected/deselected by touching the corresponding “tile”. Each tile
corresponds to a bed. In Fig 163 patients in bed 2, 3 and 5 are selected as “My

H ”
patients”.
A.Q -\ E=*09:49
Setup My Patients
ALL(10) MY PATIENTS(3)  NOT MONITORED(7)

B 1 Empty bed
»
Ralf i =
Born:1977-02-15 Age:40 y Sex:M Code:20000002
Johannalfs s &
Born:1967-03-18 Age:50 y Sex:F Code:20000001

4  Juanms
P  Bomn:1984-06-06 Age:33 y Sex:M Code:20000003

John s & \
Born:1947-02-15 Age:70 y Sex;M Code;20000004

£l

Zs

78

6 Empty bed )
»

h.
7 Empty bed
»
8 Empty bed & x|
»
a he e o S

Fig 163
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The icons on the right of the patient names (Fig 163 A) have the following meanings:

- Patient is part of “My patients” of another user. It is still possible to select the
patient. If two users select the same patient, the patient will be grouped under “My
patients” for both users.

- Patient is not monitored. l.e. another user has him/her in charge, but at the
moment, due (for example) to wi-fi connection failure, no one is monitoring him/her.

No icon means that no one has the patient in their “My patients” list, so the patient is
not monitored.

The filters indicated in Fig 163 B make it possible to display:
° all patients;
. only the selected patients (“My patients”);
. only the patients that are not monitored.

The € icon indicated in Fig 163 C makes it possible to go back to “My Patients” list
screen.

Use the filter indicated in Fig 164 A to display all patients again. The patients are now
grouped as “My patients”, “Assigned to others” patients and “Unattended patients”.

NOTE: the number displayed alongside the filter refers to the total number of patients
being part of “My patients” of any user.

= My Patients g Q

A MY PATIENTS (6) ALL

My patients
Ralf ==
Male, 40 y (born 1977-02-15)
D 20000002
Johanna insss =
3 Female, 50y (born 1967-03-18)
D 20000001
John ' &
5 Male, 70 y (born 1947-02-15)
D 20000004
Assigned to cthers

Empty bed

Juani=
4 Male, 33 y (born 1984-06-06)
D 20000003

Empty bed
Empty bed

Unattended patients

- Empty bed

Fig 164

08 November 2018 134



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

NOTE: When “My Patients” mode is active only the information relating to “My
patients” is notified.

8.10 Single Patient Selection

One single patient can be selected by touching the tile corresponding to his/her bed.

Android - N E*10:21
= My Patients T Q
MY PATIENTS (10) ALL
My patients
Ralf i & e
2 Male, 40 y (born 1977-02-15)
1D 20000002
Johannainsss =
A 3 Female, 50 y (born 1967-03-18)
1D 20000001
John s i@
5 Male, 70 y (born 1947-02-15)

ID 20000004
Unattended patients

Empty bed

Juan b g
4 Male, 33 y (born 1984-06-06)
ID 20000003

6 Empty bed

7 Empty bed

8 Empty bed
Fig 165

For instance, to select the patient on bed 3,

» Touch the tile indicated in Fig 165 A. User confirmation is required (Fig 166).

Select this patient?

CANCEL 0K
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» Touch Ok to confirm. After confirmation the following screen is displayed.

= DIGISTAT Mobile
Johanna#iles &
0 3 Born 1967-03-18, Age 50y
Sex Female, ID 20000001

® Smartcentral Mobile

No alarms

Viewing 1 patient

Fig 167

Patient data are on top of the page (Fig 167 A). All the Digistat Smart Central Mobile
modules data is now filtered by patient (i.e. all and only the selected patient
alarms/notifications are displayed).

» Touch the cross indicated in Fig 167 B to deselect the patient and turn to “All
Patients” mode again.
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9. Digistat Smart Central Mobile Application

9.1 Application start-up

To start the Digistat Smart Central Mobile application

» Touch the corresponding row on the handheld device screen.

ADM N E=11:11

= DIGISTAT Mobile

1 "
@ Smartcentral Mobile

3 Alarms on 1 bed

Viewing all patients Logout

Fig 168

The “Smart Central” screen, shown in Fig 169, opens.

08 November 2018 137



Digistat Smart Central
User Manual DIG UD SCNUS IU 0006 ENG VO3

9.2 “Smart Central” screen

The “Smart Central” screen displays a schematic summary of the status of the medical
devices connected to each bed configured in the specific handheld device (Fig 169).

Android AD -~ 0

& SmartCentral Mobile

B ALL PATIENTS ALARMED (1)
Icu Icu icu Icu
1 2 3 4

& & A &

icu
6
é
icu
9
&

Icu
7
é &

Fig 169

The numbered squares displayed on screen represent the beds configured in the
handheld device (Fig 169 A). The squares visible on a single screen form the “domain”
of beds covered by the handheld device. The “domain” is defined by configuration.

The number displayed inside the square indicates the bed number. On each square,
the status of the connected medical devices is indicated in graphic form by the
background color and the related icon:

- All the medical devices connected to the bed are on hold.
ICU

6

&

- There is at least one connected medical device running.

- At least one of the connected medical devices is sending a low priority alarm.

- At least one of the connected medical devices is sending a medium priority

alarm.
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- At least one of the connected medical devices is sending a high priority

alarm.

You can use the filters indicated in Fig 169 B to display either all the configured beds
or only the beds sending an alarm.

9.2.1 “My Patients” screen

In My Patients mode, the Smart Central screen displays a summary of the status of the
selected patients (see 8.9.2, How to select “My Patients”)

Android ADMNY E314:38

&« SmartCentral Mobile

MY PATIENTS ALARMED (0)

My patients

1 Johanna u
69 No alarm

3 Rafil =&
Co No alarm

Fig 170

The numbered boxes displayed on screen represent the patients configured in the
handheld device (Fig 170 A)

You can use the filters indicated in Fig 170 B to display either all the configured patients
or only the patients sending an alarm.

The status of the connected medical devices is indicated in graphic form by the
background color and the related icon described in section 9.2.
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9.3 Medical devices list

To display the list of medical devices connected to the bed

» Touch one of the squares on the “Central” screen (Fig 171).

Android 4 ADM N £ 11:29

< SmartCentral Mobile IS

John ¥ &
5 Born 1947-02-15, Age 70y
Sex Male, ID 20000004

ALL DEVICES ALARMED (D)

-~ PICCO
69 HR ECG: 70 {beat}/min

4y EVITA4
é RR: 29 {breath}/min

& Alaris GH

) Amiodaron 10 ng/mL/min
20mL/h

& Alaris GP

Noradrenaline 14 ng/mL/min
& 23mL/h

& Alaris CC

45 mL/h
&

S Alaris GP

) Midazolam 17 ng/mL/min
& 10mi/h

Fig 171

This screen is formed of two areas: a heading area (Fig 171 A) and the medical devices
list (Fig 171 B).

9.3.1 Heading

F C
Smarral Mobile 1 [=
John ™
0 5 Born 1947-02-15, Age 70 y
Sex Male, (D 20000004
(ED ALL DEVICES ALARMED (0)
Fig 172

In the heading area (Fig 172) the following information and tools are available:

. Bed number (Fig 172 A).

. Patient data (Fig 172 B).

. The red bell icon (Fig 172 C) indicates that there is at least one medical
device alarmed on one of the other beds (those not currently displayed).

. Use the icon indicated in Fig 172 D to enlarge the device-areas and display
more information for each connected medical device (Fig 173). The type of
information displayed depends on the configuration and the specific
device.
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& SmartCentral Mobile =

John'# &
Born 1947-02-15, Age 70y
Sex Male, |D 20000004

ALL DEVICES ALARMED (0)

A~ PICCO

2 HR ECG: 73 {beat}/min

€ ARTs: 121 mm[Hg]
ARTd: 62 mm[Hg]
ARTm: 91 mm[Hg]

2% EVITA4
RR: 12 {breath}/min
VTe: 354 mL
MVe: 4248 L/min
} Alaris GH

) Amiodaron 10 ng/mL/min
¢ 20mLth

EOI: 00:21:00
& Alaris GP

Noradrenaline 14 ng/mL/min
¢ 23mL/h

EOQI: 00:21:00
#* Alaris CC

45 mL/h
EQI: 00:21:00

Fig 173

» Touch the icon (Fig 172 D) again to go back to compact display mode.

» Use the filters indicated in Fig 172 E to display either all the connected medical
devices or only the ones providing notifications.
» Use the back-arrow button (Fig 172 F) to go back to the “Central” screen.

9.3.2 Devices list

On the lower part of the “Bed” screen the individual medical devices are represented
as shown in Fig 174:

-\~ PICCO
& HR ECG: 67 {beat}/min

£y EVITA4
6? RR: 24 {breath}/min

# Alaris GH

Amiodaron 10 ng/mL/min
20 mL/h

# Alaris GP

Noradrenaline 14 ng/mL/min
6? 23 mL/h

& Alaris CC

45 mL/h
é

f Alaris GP

Midazolam 17 ng/mL/min
Cg 10 mL/h

Fig 174

Each medical device is represented within a “card”. Each “card” displays the following
information:
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. An icon indicating the medical device type. The list of possible icons

changes according to the healthcare organization needs. Here are some
common examples:

4
- Infusion Pump

- Respirator

- Cardiac Output Measurement Machine

. An icon indicating the medical device status. These are:

- On hold

- Running

|- Sending a low priority alarm notification.

- Sending a medium priority alarm notification.

g - Sending a high priority alarm notification.

The background color of the “card” also indicates the medical device status: grey (on
hold); white (running); cyan (low priority alarm); yellow (medium priority alarm); red (high
priority alarm).

For each medical device, some basic information is displayed inside the “card”. The
type of information depends on configuration.

In case of alarm the “card” displays the alarm message.
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9.4 Alarms history

Each “card” can be touched to access the list of all the alarms provided by the medical
device (Fig 175).

Android 4 -NYE=12.00

< SmartCentral Mobile

John ¥ &
5 Born 1947-02-15, Age 70y
Sex Male, 1D 20000004

PICCO

HR: 74 {beat}/min

| ARTs: 102 mm[Hg]

69 ARTd: 76 mm[Hg]
ARTm: 89 mm[Hg]
SPO2 Art: 99 %

12:06:33
05/09/2017
12:06:30
05/09/2017

End: Arterial Blood Pressure too high

ABP too high

12:06:27
05/09/2017
12:06:24
05/09/2017
12:06:21
05/09/2017
12:06:18
05/09/2017

12:06:15
05/09/2017

ABP too high

ABP too high

ABP too high

ABP too high

e eeXX

ABP too high

12:06:12 N
y 05/09/2017 ABP to high

12:05:27
- 05/09/2017

Fig 175

End: Arterial Blood Pressure too high

This screen is formed of three areas.

Patient data (Fig 175 A).

Medical device current data. The data displayed on this “card”, again depend on the
device type and configuration (Fig 175 B).

Notification history. Displaying, in chronological order, all the alarms occurred on the
device. For each alarm, a short description and the time of occurrence are provided
(Fig 175 C). For each alarm are displayed the beginning time and end time (black cross

on the icon ><).
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10. Manufacturer and Distributor Contacts

For any issue, please refer first to the Distributor who installed the Product.

Distributed in the U.S. and Canada by

Ascom US Inc.

Ascom Wireless Solutions
300 Perimeter Park Drive
Morrisville, NC 27560
USA

Phone: (877) 712-7266
www.ascom.us

Manufacturer contacts:

Ascom UMS s.r.l unipersonale

Via Amilcare Ponchielli 29
50018, Scandicci (FI)
Italy

Phone: (+39) 055 0512161

Fax: (+39) 055 8290392
www.ascom.it
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11. Residual risks

A risk management process has been implemented in the life cycle of Digistat Smart
Central adopting the relevant technical regulations. The risk control measures have
been identified and implemented in order to reduce the residual risks to the minimum
level and make them acceptable compared to the benefits brought in by the product.
The total residual risk is also acceptable if compared to the same benefits.

The residual risks listed below have been taken into consideration and reduced to the
minimum level possible. Given the inherent nature of the “risk” concept, it is not
possible to completely remove them. It is therefore necessary, according to the
regulations, to let the users know each and every possible risk (even though remote).

° Inability to using the system or some of its functionalities, which can
cause delays and/or errors in the therapeutic/diagnostic actions.

) Slowdown of Digistat Smart Central performance, which could cause
delays and/or errors in the therapeutic/diagnostic actions.

. Circulation of users’ and/or patients’ sensitive data.

. Wrong data insertion and display, which can cause errors in the
therapeutic/diagnostic actions.

. Display of either partial or hard-to-read information, which can cause
delays and/or errors in the therapeutic/diagnostic actions.

. Attribution of device data to the wrong patient (patient exchange), which

can cause errors in the therapeutic/diagnostic actions.

RISKS RELATING TO THE HARDWARE PLATFORM IN USE (NOT PART OF THE

PRODUCT)
. Electric shock for the patient and/or the user, which can cause injury
and/or death for the patient/user.
. Hardware components overheating, that can cause injury for the
patient/user.
° Infection contraction for the patient/user.
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