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Preface

Purpose of This Manual

This manual contains important information regarding the safe operation of the Puritan Bennett™ 560

Ventilator.
Ensure that you read and understand the instructions contained in this manual before operating the software.

A
READ SAFETY INFORMATION FIRST:

Before using the software and associated equipment, read, understand, and strictly follow the
information in Chapter 1, “Introduction”.

Qualification of Personnel

This software, and the related data files and reports, should only be used by qualified personnel who have
been appropriately trained in the use of the software, per the instructions in this manual, and who are
clinically qualified to use the data and reports.

Warranty

Information regarding your product warranty is available from your sales representative or Covidien.

Technical Support

For online technical support, visit the SolVIT*M Center

Knowledge Base by clicking the link at
| http://Awww.respiratorysolutions.covidien.com. Here,
(?) 0 v you will find answers to frequently asked questions

about the Puritan Bennett™ 560 Ventilator and other

- C E N T E R Covidien products 24 hours a day, 7 days a week. If you

K l d b require further assistance, contact your local
nowte ge ase representative or call Technical Support. See “List of

Technical Support Contacts” on page Preface-iv.




List of Technical Support Contacts

Technical Service Contacts:

Covidien Argentina
Aguero 351

Capital Federal - 1171 ABC,
Argentina

Tel: (5411) 4863-5300

Fax: (5411) 4863-4142

Covidien Australia

52A Huntingwood Drive
Huntingwood, NSW 2148
Australia

Telephone (+61) 1800 350702
Fax +612 9671 8118

Covidien Austria GmbH
Campus21

Europaring F09402
Brunn am Gebrige
A-2345 Osterreich

+43 223 637 88 39

+43 223 637 8839 40

Covidien Belgie S.A.-N.V.
Generaal De Wittelaan 9/5
Mechelen

2800

Belgié

Tel +32 152 981 37

Fax +32 152 167 83

Covidien Brazil

Av. Nacbes Undias 23013-A
Vila Almeida

Sao Paulo, SP

Brasil 04795-100

Tel: (5511) 5683-8300

Fax: (5511) 5683-8349

Covidien Canada

19600 Clark Graham

Baie d'Urfe, QC, H9X 3R8
Canada

Tel:1-514-695-1220, Ext.4004
Fax: 1-514-695-4965

Covidien Chile

Rosario Norte 530, Piso 12
Las Condes

Santiago de Chile, Chile
Tel: (562) 231-3411

Fax: (562) 231-3527

Covidien Colombia
Edificio Prados de la Morea
Carretera Central Del Norte
(Cra 7a) Kilometro 18,
Chia-Cundinamarca
Bogota, Colombia

Tel: (571) 619-5469

Fax: (571) 619-5425

Covidien Costa Rica

La Uruca 75 Metros al Oseste de
Faco

Oficentro La Virgen, Edificio "I"
San Jose, Costa Rica

Tel: (506) 256-1170

Fax: (506) 256-1185

Fax: (506) 290-8173

Covidien Czech Republic
Vyskocilova 1410/1

140 00

Praha

Ceska Republika

Tel +42 024 109 57 35
Fax + 42 02 3900 0437

Covidien Danmark A/S
Langebrogade 6E, 4. sal
1411 Kgbenhavn K
Danmark

Tel +45 702 753 50
Fax:+45 702 756 50

Covidien Deutschland GmbH
Technisches Service Center
Raffineriestr. 18

93333 Neustadt / Donau
Germany

Tel + 49 944 595 93 80

Fax + 49 944 595 93 65

Covidien ECE
Galvaniho 7/a

821 04 Bratislava
Slovenska Republika
Tel +42 124 821 4573
Fax +42 124 821 45 01

Covidien Finland Oy
Lakkisepantie 23

00620 Helsinki

Finland

Te. +35896 226 84 10
Fax +35 896 226 84 11

Covidien France SA

Parc d'affaires Technopolis
Bat. Sigma, 3 Avenue du
Canada

LP 851 Les Ulis

91975 Courtaboeuf Cedex
France

Tel +33 169 821 400

Fax +33 169 821 532

Covidien Hellas SA

8 Fragoklisias Street
Maroussi, 151 25
Greece

Tel +30211 180 36 00
Fax +30 210614 63 80

Covidien Hungary
1095 Budapest
Mariassy u. 7
Magyarorszag
Hungary

Tel + 36 1880 7975
Fax + 36 1777 4932

Covidien Ireland Commercial
Ltd

Block G, Ground Floor,
Cherrywood Technology Park,
Loughlinstown

County Dublin

Ireland

Tel +353 1 4381613
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Technical Service Contacts:

Covidien Israel

5 Shacham St.

North Industrial Park
Caesarea

38900 Israel

Tel +97 246 277 388
Fax+97 266 277 688

Covidien Italia S.p.A.
Via Rivoltana 2/D
20090 Segrate

Italy

Tel +39 027 031 72 61
Fax +39 027 031 72 84

Covidien Japan Inc.

Technical Support Center

83-1, Takashimadaira 1-Chome
Itabashi-ku, Tokyo 175-0082
Japan

Tel: +81 (0) 3 6859 0120

Fax: +81 (0) 3 6859 0142

Covidien Mexico
Calz.Ermita Iztapalapa 1514
Col. Barrio San Miguel

Del. Iztapalapa

Mexico, D.F. 09360 Mexico
Tel: (5255) 5804-1524

Fax: (5255) 5685-1899

Covidien Nederland BV
Hogeweg 105

5301 LL Zaltbommel
Nederland

Tel +31 41 857 66 68
Fax +31 41 857 67 96

Covidien Norge AS
Postboks 343

1372 Asker.

Norway

Tel +47 668 522 22

Fax +47 668 522 23

Covidien Panama

Parque Industrial Costa del Esta
Calle Primera, Edifio # 109
Panama City, Panama

Tel: (507) 264-7337

Fax: (507) 236-7408

Covidien Polska

Al. Jerozolimskie 162
Warszawa. 02-342
Polska

Tel +48 223 122 130
Fax +48 223 122 020

Covidien Portugal Lda.
Estrada do Outeiro de Polima,
Lote 10-1° Abdboda

2785-521 S.Domingos de Rana
Portugal

Tel +35 121 448 10 36

Fax +35 121 445 1082

Covidien Puerto Rico
Palmas Industrial Park
Road 869 Km 2.0 Bdlg. #1
Catano, PR 00962

Tel. 787-993-7250

Ext. 7222 & 7221

Fax 787-993-7234

Covidien Russia

53 bld. 5 Dubininskaya Street
Moscow

RUSSIA. 119054 Poccumn

Tel +70 495 933 64 69

Fax +70 495 933 64 68

Covidien Saglik A.S.
Maslak Mahallesi Bilim Sokak
No: 5, Sun Plaza Kat: 2-3
Sisli, Istanbul 34398

Turkey

Tel +90 212 366 20 00

Fax +90 212 276 35 25

Covidien South Africa
Corporate Park North
379 Roan Crescent
Randjespark

Midrand, South Africa
Tel +27 115 429 500
Fax +27 115 429 547

Covidien Spain S.L.
¢/Fructuds Gelabert

6, pl. Sétano

08970 Sant Joan Despi
Barcelona, Spain

Tel +34 93 475 86 69
Fax +34 93 37387 10

Covidien Sverige AB
Box 54

171 74 Solna

Sweden

Tel +46 858 56 05 00

Fax + 46 858 56 05 29

Covidien Switzerland
Roosstr. 53

Wollerau

8832

Schweiz

Tel +41 17865050

Fax +41 17865010

Covidien UK & Ireland

Unit 2, Talisman Business Park
London Road, Bicester

0X26 6HR, United Kingdom
Tel +44(0)1869 328092

Fax +44(0)1869 327585

Covidien Singapore
Singapore Regional Service
Centre

15 Pioneer Hub, #06-04
Singapore 627753

Tel (65) 6578 5187 /8/9
Fax (65)6515 5260.

Email:
Tech_support@covidien.com

Puritan Bennett™ Respiratory Insight Software Clinician’s Manual

10072597 Rev. A

Preface-v



This page is intentionally blank.

Preface-vi 10072597 Rev. A Puritan Bennett™ Respiratory Insight Software Clinician’s Manual



Introduction

1.1 Definitions

This manual uses three indicators to highlight critical information: Warning, Caution, and Note.
They are defined as follows:

DEFINITION OF A WARNING:
Indicates a condition that can endanger the patient or the ventilator operator.

Indicates a condition that can damage the equipment.

Note:
Indicates points of particular emphasis that make operation of the software more efficient or convenient.

It is essential to read, understand and follow these instructions before using the Puritan Bennett™
Respiratory Insight Software.

In order to use the software correctly and efficiently, and to help prevent incidents, please pay
particular attention to section 1.2, “Warnings"” as well as all warnings and cautions contained
throughout this manual.

1.2 Warnings
AN Warning

READ SAFETY INFORMATION FIRST:

Before using the software and associated equipment, read, understand, and strictly follow the
information in Chapter 1, “Introduction”.

A
FOR VENTILATION DATA SUPPORT ONLY:

The Puritan Bennett™ Respiratory Insight Software is intended to support the display and
analysis of ventilator data only and is not a diagnostic tool.

USE OF ACCESSORIES:
To ensure proper performance of the ventilator and software, use only accessories approved

and recommended by Covidien. For further information contact your equipment supplier or
Covidien.




Introduction

-_—
w
@
Q
c
gl
o
>
v

Caution
The USB memory device must be connected after starting the software to enable automatic detection.

Caution

It is the service provider's responsibility to preserve the confidentiality of the data saved to the USB
memory device and in the software database.

Caution

Disconnecting the USB memory device or requesting a restart of the software during transfer results in an
error message warning users that events may be lost and requesting a restart of the transfer procedure.

Caution
Selecting the ERASE DATA button erases ALL files present on the USB memory device.

Caution
Use only a 32 bit formatted USB memory device.

Caution

Formatting the USB memory device to the FAT 32 format erases all files present on the USB memory
device.

Caution

Adobe™" Acrobat Reader Software must have been installed onto the computer or the report function
will not be available and an error message will be automatically generated. Two reports cannot be open at
the same time.
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Software Overview

2.1 Overview

This manual contains information for using the Puritan Bennett™ Respiratory Insight Software with
the Puritan Bennett™ 560 and 520 Ventilators. This section gives a description of the device, its
intended use, the software icons and the menu layout. Before using the software, thoroughly read
this manual. The latest version of this manual is available at: www.respiratorysolutions.covidien.com.

2.2 Description

The Puritan Bennett™ Respiratory Insight Software is ventilator data display software for use with
the Puritan Bennett™ 560 and 520 Ventilators. It utilises patient data from the ventilator for
analysis purposes. Caregivers may download data from the ventilator to a PC via a USB memory
device to provide a means for analysis. Functionality of the software includes:

* Quick access to data from the ventilator and the patient

e Access to ventilator settings for the caregiver to confirm that settings are pertinent

Verification of user compliance with medical prescription

e Access to patient ventilation parameters and patient progress
¢ Management of patient files and associated ventilation data
¢ Monitoring of homecare patient compliance

e Monitoring ventilation quality for homecare patients using trend curves of up to 12 months and
detailed two day ventilation curves

A
FOR VENTILATION DATA SUPPORT ONLY:

The Puritan Bennett™ Respiratory Insight Software is intended to support the display and
analysis of ventilator data only and is not a diagnostic tool.

Target Operators

The software may be operated by:
e Respiratory therapists

* Physicians

® Nurses

e Service Providers

2.3 Intended Use

The Puritan Bennett™ Respiratory Insight Software displays and stores ventilator data from the
Puritan Bennett™ 560 and 520 ventilators, including settings, trending and waveforms, to support
target operators intending to view and analyse the data.
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2.4 Software Icons

Table 2-1. Software Icons

Icon Description
Data Management — Provides access to the patient information form. If
there is no associated patient, the software prompts selection of a specific
patient data set.
DATA MANAGEMENT

e

PATIENT ARCHIVE

Patient Archive — Lists all currently available patient data information
formes.

USB — Allows the management of data on the USB memory device.
Indicates connection of a USB memory device to the computer.

Language — Allows selection of desired available languages.

Configuration — Allows modification of the report page.

Help — Provides the Puritan Bennett™ Respiratory Insight Software
manual in PDF format in the language selected during software
configuration.

Puritan Bennett™ Respiratory Insight Software icon — Launches the
software.

View directly from USB — Allows viewing of data directly from the USB
memory device.

Save data to computer — Allows data from the USB memory device to
be saved to the computer.

Erase data — Allows data on the USB memory device to be deleted.

PDF button — Allows the user to create a report in PDF format.

Next — Allows the user to start to transfer or erase data.

OK — Allows the user to confirm a choice, for example, when searching
for a patient by name.

2-2 10072597 Rev. A
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Software Overview

Table 2-1. Software Icons

Icon Description
Browse — Allows the user, for example, to choose directory to install the
Erowse. software or to find a logo.
Stop — Allows the user, for example, to stop the transfer of data.
Up and Down buttons — Allows the user to navigate drop down menus.
v A
» Right button — Allows the user to select a patient.

I _-f:} Create patiernt

Create patient — Allows the user to create a patient information sheet.

J Dizplay patient data

Display patient data — Allows the user to display the patient data.

L Delete patient

Delete — Allows the user to delete a patient from the list of patients.

Cancel — Allows the user to exit the configuration menu without saving
any changed settings.

Plus and minus buttons — Allows the user to display or hide graphs.

Cursor button — Allows the user to view ventilation graph measurements.

Magnification button — Allows user to increase or decrease
magnification of graphs.

Close software button — Allows the user to close down the Respiratory
Insight Software package.

®
¢

Up key — Allows the user to choose parameters on the ventilator
keyboard.

Down key — Allows the user to choose parameters on the ventilator
keyboard.

Enter key — Allows the user to select the parameter on the ventilator
keyboard to transfer or erase data.

Puritan Bennett™ Respiratory Insight Software Clinician’s Manual
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Software Overview

2.5 Overview of Menu Layout
Figure 2-1. Menu Layout

1 2 3
o iiui-"iiir'{ Bennet|™ Respiratory Insight Software ¥1.24 "ME@
=== 7 )
Display: & An C From | 5212010 o
‘4 - Patient search oK
DATA MANAGEMENT
| Surname Name Date of Birth Miost recent consultation
1A
s e
—|- PATIENT ARCHIVE
sl B
UsB
VEN_10809_B
Utility Buttons Module Access Buttons
1 Language 4 Data Management
Configuration 5 Patient Archive
3 Help 6 USB
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Software Installation

3.1

3.2

Overview

This section describes the procedure for the correct installation of the Puritan Bennett™ Respiratory
Insight Software onto the computer and the correct method for using the USB memory device.

This software package contains an installation CD containing the Puritan Bennett™ Respiratory
Insight Software and a manual. A printed manual is available upon request.

Prerequisites

3.2.1 Hardware requirements

The minimum configuration required by the computer is as follows:
e Windows™* XP Windows Vista™* or Windows™* 7

¢ Intel™* Pentium™* processor (1 GHz or faster)

e 512 MB RAM

e Monitor screen - 15 inch @ 1152 x 864 pixels

¢ One USB memory device (4GB maximum) in 32 bit format.

e Minimum resolution 800 x 600 pixels.

3.2.2 Software requirements

The USB memory device must be formatted to the FAT 32 format. Refer to Chapter 3.8,
“Formatting the USB Memory Device".

USE OF ACCESSORIES:

To ensure proper performance of the ventilator and software, use only accessories approved
and recommended by Covidien. For further information contact your equipment supplier or
Covidien.




Software Installation

3.3

Browse...

Mext =

Installation Procedure

To install the Puritan Bennett™ Respiratory Insight Software:
1. Insert the CD in the computer’s CD drive.

2. Close the CD drive.

Note:

The installation should start automatically. If not, double-click on RespiratorylnsightSoftwareSetup.exe, located
on the CD to start the installation.

To allow the installation to proceed you must accept the terms and conditions of use.

3. Close all other applications and follow the installation instructions.

&

The software automatically installs in the “C:\Program Files\PuritanBennettPortable" directory
on your hard disk. To install the software in another directory, click on the BROWSE button and
select the required directory. Click on the NEXT button.

v

The software automatically sets up a default file named “Respiratory Insight Software” for data
storage. Choose a different file name if needed to meet institutional or personal requirements.

6. Select the option to create a desktop shortcut and/or an icon on the quick start bar.

Note:
The Installation status is indicated on a progress bar.

7. Click on the OK button when a successful installation message appears.

Starting the Software

Start the software by double-clicking on the Puritan Bennett™ Respiratory Insight Software
desktop icon, or by choosing Puritan Bennett™ Respiratory Insight Software from the Start menu.
Configuration during install dictates the precise location of this icon.

Figure 3-1. Starting the Software

“." Puritan Bennett™ Respiratory Insight Software ¥1.24 [;@
us || =8| %
Display: * an " From to
Patiert search 0K
DATA MAMAGEMENT
| Surnamme Name Date of Birth Most recent consulation

e -

PATIENT ARCHIVE

VEN_10809_B
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Software Installation

3.5 Configuring the Software

To configure the software:
2=2 e C(lick on the configuration icon.

e The following configuration window appears:

Figure 3-2. Configuring the software

Configuration
Report ‘ Language and Units
Logo Browse...
¥ OK X Cancel
VEN_10794_A

3.6 Customising the User Interface

3.6.1 Language

To select a software language

Lm Note:
The Language and Units tab can also be accessed using the language button.

1. Select the Language and Units tab.

2. Click to display the drop down menu listing the available languages.

3. Select the required language.

* 0K 4. Click on the OK button to set the language and exit the configuration menu.
5

. Click on the CANCEL button to exit the configuration menu without saving any changed
settings.

Puritan Bennett™ Respiratory Insight Software Clinician’s Manual 10072597 Rev. A 3-3
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Browse. ..

el

3.7

3.6.2 Units of measure

To select a unit of measurement
1. Select the Language and Units tab.

2. Click on the DOWN button next to the Height label to display the drop down menu listing the
available options.

3. Select the required unit of measurement.

4. Click on the DOWN button next to the Weight label to display the drop down menu listing the
available options.

5. Select the required unit of measurement.
6. Click on the OK button to set the units of measure and exit the configuration menu.

7. Click on the CANCEL button to exit the configuration menu without saving any changed
settings.

3.6.3 Image or Company Logo

To automatically insert an image or your company’s logo on all generated reports:
1. Select the Report tab.

2. Click on the BROWSE button browse to the directory containing the required file.
3. Select the relevant file.
4. Click on the OK button.

Note:
The logo should be in Bitmap format.

To access a copy of the Puritan Bennett™ Respiratory Insight Software manual electronically, click on the Help
button and select the desired language.

USB Memory Device Connection

Ventilator operating data is transferred using a USB memory device.

The USB memory device is connected to a USB port on the computer to allow transfer data to the
database called Patient archive.

The software automatically detects the USB memory device and provides the corresponding menu.
If several memory devices are connected, the software uses the last connected memory device.

The USB memory device must be connected after starting the software to enable automatic detection.

Use only a USB memory device formatted to the FAT 32 format.

It is the service provider's responsibility to preserve data confidentiality of the data saved to the USB
memory device and in the software database.

3-4
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Software Installation

3.8 Formatting the USB Memory Device

To format the USB memory device to the FAT 32 format:

1. Using the host computer, go to My Computer.

2. Right click on USB and select Format. A separate window will appear.
3. From the File System drop down menu, select the FAT 32 option.

4. Press Start.

Note:
Formatting USB memory device to the FAT 32 format erases all files present on the USB memory device.

If the software is exited during data transfer, a warning message to confirm if the data previously loaded
should be saved is displayed.

Puritan Bennett™ Respiratory Insight Software Clinician’s Manual 10072597 Rev. A 3-5



This page is intentionally blank.

3-6 10072597 Rev. A Puritan Bennett™ Respiratory Insight Software Clinician’s Manual



Software Operation

4.1 Overview

This section identifies methods for viewing and collecting patient ventilation data using the
Puritan Bennett™ Respiratory Insight Software with the Puritan Bennett™ 560 and 520 Ventilators.
It describes how to transfer, view and save data.

4.2 Data Management

4.2.1 Data Transfer

To transfer data from a ventilator to a USB memory device:
1. Connect the USB memory device to the ventilator.

o A+)f® v_> 2. Press on the UP or DOWN keys on the ventilator keyboard to choose between the following
parameters:

Transfer Continuously

Transfer Trends

e Erase Key

©

3. Press on the ENTER key on the ventilator keyboard to transfer or erase the data as selected.

Selecting Erase Key erases ALL files present on the USB memory device.

To transfer data from the USB memory device to a computer

1. Connect the USB memory device to the computer, preparing to transfer data from a USB
memory device.

2. Select one of three options from the USB Memory Device screen.

a. Select SAVE DATA TO COMPUTER to transfer patient data from the USB memory device to
the computer disc.

. Select VIEW DIRECTLY FROM USB only if this is the preferred method for your institution.

c. Select ERASE DATA only to erase patient data on the USB memory device. Use this option
only after transfer of the patient data to the computer disc is complete. The software
requires the users to confirm erasure.

Pl s

3. Select the files required from the patient list to save patient data.

|_nexi» |4 Click NEXT to start the transfer.
5. If no patient list appears, the software prompts users to select a specific patient data set.
6. Monitor the progress of the transfer by watching the progress bar on the monitor.

step| 7. To stop the transfer, click on the STOP button and confirm this request when prompted.



Software Operation

e

PATIENT ARCHIVE

v 0K
a“ v
»

8. After completion of the ventilation data transfer, users can choose navigation tabs (patient,
compliance, trends or monitoring if available) or be redirected to the patient list.

Note:

The patient data is not assigned to a file on the computer, but remains on the USB when using the VIEW
DIRECTLY FROM USB option.

Selecting ERASE DATA erases ALL files present on the USB memory device.

4.2.2 Saving Data

To save patient data from the VIEW DIRECTLY FROM USB option
1. Click on the Patient tab.

2. Save data by clicking on the ADD TO PATIENT button

Note:

In VIEW DIRECTLY FROM USB mode only one file can be read at any time. When SAVE DATA TO COMPUTER
mode, one or more files can be saved.

If several files have been selected for download, the user must wait until complete transfer of the last file prior
to accessing patient data.

It is not possible to transfer a file containing corrupt data. Users cannot reassociate files associated with a
specific patient to a different patient. Any attempt to do so results in an error message.

For further information refer to Puritan Bennett™ 560 or 520 Clinician’s Manuals

Disconnecting the USB memory device or requesting a restart of the software during transfer results in an
error message warning users that events may be lost and requesting a restart of the transfer procedure.

4.2.3 Viewing Data

Using the search function to access saved data:

1. Click on the PATIENT ARCHIVE button to display the list of recorded patients, and allowing
access to patient files.

2. Use the search function to find a patient or data using the following filter options.
Search for a patient by typing the patient name directly into the text box and clicking OK.

b. Search for a specific consultation date by clicking on the FROM button and using the drop
down calendar.

c. Sort each column in the file table by increasing or decreasing order (for example, by patient
name, surname or date of birth). Click on the column’s title to sort a column using the UP or
DOWN symbols to the right of the title.

3. Select the patient information form by clicking on the corresponding line in the table. An arrow
symbol will appear on the selected line.

% oispeypatientasta 4. Click on the DISPLAY PATIENT DATA button to access all information saved for the selected

patient.

4-2
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5.1

5.2

Overview

The section describes how target operators may use the data downloaded from the USB memory
device to provide monitoring, analysis and management of patient care. It explains how data is
organised into five pages, each with its own top-tab: patient, device, compliance, trends and
monitoring. It also describes how to update, manage and save this data.

How Data is Organised

Data is divided into five top-tabbed windows:
e Patient — Contains patient personal data in two areas (patient information and pathology)

¢ Device — Contains a list of all ventilator model types and serial numbers associated with the
patient

e Compliance — Contains data related to patient compliance based on prescribed ventilation use
e Trends — Contains graphed ventilator trending data

® Monitoring — Contains graphed ventilator data monitoring history

5.2.1 Patient

Selecting the patient tab provides data related to the patient. The patient page acts as an identity
card for each patient, and patient information can be updated from this page. The patient page is
divided into two areas: patient information and pathology.

5.2.1.1 Patient Information

The top portion of the patient page contains fields for the patient ID, patient’s name, surname,
date of birth (age is automatically calculated from this), gender, telephone numbers and the last
appointment date.

Note:
For reasons of patient confidentiality, do not enter patient identifiable information into the patient ID field.

5.2.1.2 Pathology

The lower portion of the patient page allows the input of diagnostic information, including pull-
down menus for selecting the diagnosis description, ventilation mode and interface. The software
also provides two areas for entering additional diagnostic information.



Software Data Output

To update the patient page:
) createpatient: 1. Click the CREATE PATIENT button.

2. Familiarise yourself with the resulting patient information window.
3. Input data as required.

Figure 5-1. Updating patient data

Patient Device Compliance Trends honitaring

Patient Information

D |

Surname |><X>< ‘ Mame |xx

Diate of Birth ‘ 5211968 |£|| xx years old Gender () male

Telephone ‘ ‘ Mobile

Mozt recent consultation date ‘ a/2152010 |i||

Address

Post Code

Town

State/Province \

E-mail ‘ ‘

Location ‘ Select: M
;
Heightj n| ft ol in Wieight E lhs
Pathology

To save patient data

Once patient information has been changed, the save icon at the bottom of the screen turns from
grey to red.

Fsav= 1. Tosave patient information, click SAVE.

It is the service provider's responsibility to preserve the confidentiality of data saved to the USB memory
device and in the software database.

To delete a patient from the file database

1. To delete a patient from the file database and all related data, select the appropriate patient
name.

[0 Delete patiert 2. Click on the DELETE PATIENT button.
3. Confirm this action by clicking YES.
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5.2.2 Device

Selecting the Device tab will display all the ventilators, including model type and serial number,
associated with the related patient.

Figure 5-2. Accessing device information

Fatient Cevice Compliance Trends hAonitoring

List of ventilators used by this patient

Serial Number hodel
40966 |KCO7 P30 | PESED

VEN_10806_C

5.2.3 Compliance

Selecting the Compliance tab provides data related to patient compliance. Review specific patient
operating statistics contained in the database:

1. Select a patient from the list of files or consult patient data directly (see section 4.2.3, “Viewing
Data”).

2. Click on the Compliance tab.
Figure 5-3. Accessing compliance information

| Compliance ‘ Trends Monitaring

" From 3/29/2010 / to

Obzervation period from 32972010 to 411252010
Total number of days 15 Average duration of ventilstion per day ~ 20:06
Mumber of days with wentilation 15 Maximum durstion of venrtilation per day  23:59
Number of days wihout ventilation 0 Minimum curstion of vertilation per day ~ 06:49
% of days with wentilation 100 Mumber of days vertilated greater than hours 12

Average humber of sessions per day 1

00 01 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 17 18 19 20 21 22 23

Trends s—— Detailed Monitaling ——— VEN_10802_C

w
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3. The software automatically collects, stores and calculates compliance statistics by taking all
events recorded in the ventilator’s file as a basis for calculations. To refine these statistics, select
the period over which the compliance data is to be calculated; the result is displayed under the
Observation period section.

The software calculates the following statistics for the defined reporting period:

Total number of days — Calculates total days for the reporting period. A day is defined as
starting at midnight each day.

Number of days with ventilation — Calculates ventilation days. A ventilation day is
defined as a day during which ventilation has been activated at least once.

% of days with ventilation — Calculates percentage of ventilation for the reporting
period. This is defined as the number of ventilation days divided by the total number of days
during the reporting period, and then multiplied by 100.

Number of days without ventilation — Calculates percentage of ventilation-free days
for the reporting period. This is defined as a day during which ventilation has not been
activated.

Average number of sessions per day — Calculates the average number of ventilation
start ups in any one day.

Average duration of ventilation per day — Calculates the average time during which
the patient is ventilated during any one day.

Maximum duration of ventilation per day — Calculates the total duration of ventilation
in hours and minutes recorded on the day with the maximum duration of ventilation in the
selected reporting period.

Minimum duration of ventilation per day — Calculates the minimum length recorded
during one day.

Number of days ventilated greater than xx hours — Calculates patient ventilation
compliance with medical prescription.

To verify compliance of medical prescription:

1.

Set the drop down menu on the exact number of daily ventilation hours prescribed by the
doctor in the Number of days ventilated greater than xx hours section.

Check the patient is following the prescription according to the number of days in the
observation period.

Note:

Print reports at any time by clicking the PDF button. Adobe™* Acrobat Reader software starts and
automatically prints the «Patient compliance» data. To save or print the report use the Adobe™* Acrobat
Reader software File menu. See section 5.3, “Creating Reports”.

5.2.4 Trends

5.2.4.1 Trend data fields
Max P (mbar)

PEEP (mbar)

Vti (ml)

Vte (ml)

M Vol (I)

Leak (I/min)

5-4

10072597 Rev. A Puritan Bennett™ Respiratory Insight Software Clinician’s Manual



Software Data Output

e Rate (bpm)

e Alarm Events

5.2.4.2 Sampling rate
¢ One sample per breath cycle when monitoring data is recorded.
e One sample per minute when trends data only is recorded.

Figure 5-4. Accessing trend data

Trends

F'artient

VDeyrice Cnmplriarncre Mprnritwurirngr

Period: Al

Average Max P (mbar) 15
Averadge Vi (ml) 267
Average Rate dpr) 13

Max P (mbar)

" From

Sportaneous cycles (%) 0

Averadge Sphes time () 0
Average Leak (min) 24

10 - 0 ‘
o 4 ; . —
4152010 12:11:09 &M 44372010 7:44:29 &AM 4152010031 7:49 P 472010
DayiTime
Peep (mbar)
| o8
U T Ll -
40112010 12:11:09 Ak 41302010 7:44:29 AM 41552010 31749 PM 4712010
DayfTime
Wi (ml)
LI
200 | 0 ‘
0 - T T 1
4112010 12:11:09 &k 4i372010 7:44:28 &AM 47572010 531 7:49 P 4172010
DayfTime
Yte (ml)
D |
U . - . r . 1 : ' 2 » ) v J v 3 Y 1 v Y L ) . o ' gI - % s y 3, y .. ) >
41152010 12:11:09 Ak 4i372010 7:44:28 AM 47552010 3:17:49 P 4172010
DayfTime
Rate (bpm)
10 - 0 ‘
U : .4 ¥’ ¥ 5 3 T 3 v . ! x Y E ;. . i - i g p . " x gl . ! . L & g i g >
41152010 12:11:09 &k 4/372010 7:44:28 &AM 41552010 531 7:49 P 4172010
Day/Time
VEN_10814_C
The software calculates the following statistics for the defined reporting period:
e Average Max P (mbar)
e Average Vti (ml)
¢ Average Rate (bpm)
e Spontaneous cycles (%)
e Average Apnea Time (s)
e Average Leak (I/min)
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i

5.2.4.3 How to select or deselect a graph

Choose to hide or display one or more graphs at the same time. Select graphs you want available

to view using the checkboxes located at the bottom of the screen.

To hide or display a graph, click the PLUS or MINUS symbol to the right of the corresponding graph

title line accordingly.

Note:
All patient trends may be selected for display.

5.2.4.4 Using measurement cursors

The software has two types of cursors to assist in ventilation graph measurement. By default the
vertical cursor is in view. The numerical value displayed on the graph with the cursor corresponds to

the cursor’s position.

To get multiple readings at a given time:

all graphs.

Figure 5-5. Accessing multiple trends simultaneously

If the vertical cursor is not currently available, click on the CURSOR button and the vertical
cursor will appear on the screen. Measurements at a given time are simultaneously displayed on

Patient Device  Compliance | Trends | onitoring

Period: =« Al " From | o .. i ' to
Average Max P (mbar) 15 Spontaneous cycles (%) 0
Average Vi (ml) 267 Average Mpneatime (s) 0
Average Rate thpm) 13 Average Leak (imin) 24

Max P (mbar)

10 - o i a
o J ddays) 21hour(s) F Maoc16 Min:0 Avig:1s |
412010 12:11:09 A 45302010 7:44:29 AM 45502010 3:17:49 PM 4712010 10:51:09 PM 41052010
Day/Time

Peep (mbar)

3 | 0| ddday(3) 21hour(s) / Max:D Min:0 Avg:0 o |
4412010 12:11:09 AM 44342010 7:44:29 4M 415020110 3:17:49 PM 41742010 10:51:09 PM 4102010
DayiTime
Vi (ml)
4
2”3 3 | 0| sdlay(s) 21 hour(s) | Max:345 Min:0 Avg:295 0 [
441 /2010 12:11:09 A 4132010 7.44:23 AM 4/5/2010 3:17:43 PM 40742010 10:51:09 PM 41 0i2010
DayiTime
vie (ml)
|
. 0 dday(s) 21hour(s) { Max:0 Min:0 Svg:0 0
* . L A AT AT b T T 1, L) L .: LS . et Ll -, L ¥ ' L] L T - | AT R T T, S AL S R
41112010 12:11:09 AM 41312010 7:44:29 AM 4/5/2010 3:17:49 PM 40742010 10:51:09 PM 41 0/2010
Day/Time
Rate (bpm)
10 | ‘
i 0 dday(z) 21 houris) £ Max:13 Min0 Sug12 o
- S ey =
441/2010 12:11:09 AM 4i302010 7:44:29 M 452010 3:17:49 PM 4742010 10:51:09 PM 41 072010
Day/Time

VEN_10815_C1

2. Click directly on the required time intervals on the page to acquire the desired readings.
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To alter time scales:
*\L 1. Click the DUAL VERTICAL CURSOR button and two vertical cursors appear on the screen.

2. Select the area of the screen where the left hand vertical bar is to be placed. The bar will
automatically position itself.

3. Select the area where the right hand vertical bar is to be placed. The time delta and minimum,
maximum and average readings during that time are displayed between the two vertical bars.
This function measures, for example, inhalation and exhalation times or trigger response times
when used with the zoom function. Time measurements are displayed on all graphs
simultaneously.

Figure 5-6. Altering time scales to be displayed

Day/Time
Wi (ml)
quul
EUE - L | doday () 21hour (=) F Max:345 Min:0 Awg 298
44 201012:11:09 Ak 40552010 7:44:29 A 48502010 3:17:49 PM
Day/Time
Vie (ml)
i L | dday (=) 21hour ) F Max:0 Min0 &yeg:0
4M201012:11:09 AW 40352010 7:44.23 A 4852010 31749 FM
DayfTime
Rate (bpm)
10
o ] o dday (] 2houris] F Max:13 Min0 Avgl2
4HMI201012:11:09 Ak 4:‘31;201 07:44:29 Ahd 4552010 3:17:49 PM
Day/Time

VEN_10815_C(2)
5.2.4.5 Using the zoom function

To use the zoom function in one of three ways:
3@, 1. Click the INCREASE MAGNIFICATION button to the right of the slider bar to increase
magpnification incrementally.

24/¢| 2. Click the DECREASE MAGNIFICATION button to the left of the slider bar to decrease
o magnification incrementally.
3. Move the slider bar to the left or right to quickly adjust magnification to the desired level.

e Zoom is applied equally to all graphs simultaneously.

5.2.5 Monitoring

Selecting the Monitoring tab provides access to monitoring data. Within the Monitoring tab, the
data displayed are only those that were recorded during the time that the USB memory device was
connected to the ventilator. This is different data from that displayed within the Trends tab, which
are trend cycles of up to 12 months. The graph selection/deselection, cursor and zoom functions
operate in exactly the same way as in the Trends tab (See section 5.2.4, “Trends" )
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Figure 5-7. Accessing monitoring data

Patient Device Compliance Trends honitoring

Period: * an " From

Pressure (mbar)

15 ;
15 |

10

401 272010 3:45:56 Ah 41 272010 3:49:00 A 41 202010 3:49:04 AM 41 252010
Day/Time
Flow (1/min)

30 -
25 -
20 4
15 -
10 -
5 -
D E T T T T T T T T T T ‘I T T T T T T T T T T T T T T T T T T T T T T s T T
4/12/2010 3:45:56 AM 4202010 3:48:00 AM 441202010 3:43:04 AM 411202010
Day/Time

Yolume {ml)
250 -
200
150 -
100 -
50 -
1 S I R R ) AN i S e S SRS N (S IS SIS ¥ )

4/12/2010 3:48: 55 AM 4412/2010 34900 AM 4112/2010 3 43:04 AM 411272010

Day/Time
Leak (min) VEN_10807_C

Pressure graph (mbar) - The pressure graph displays patient pressure measurements every 40 ms.

Flow graph (I/min) - The flow graph comprises inhaled flow measurements corrected by leakages
measured during the preceding cycle. It is displayed every 40 ms during the inhalation phase and
exhaled flow measurements displayed every 40 ms during the exhalation phase. The exhaled flow
is only displayed if an exhalation block is being used with a double limb patient circuit.

Volume graph definition (ml) - The inhaled volume graph includes inhaled volume
measurements. For modes without an exhalation valve, this volume is corrected by estimating the
leak.

Leakage graph (I/min) - The leakage graph comprises leakage measurements measured at the
end of exhalation. One leakage value is displayed per ventilation cycle.
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5.3 Creating Reports

The software provides easy access to patient data using a variety of reports. A report in PDF format
can be generated from the Compliance, Trends, or Monitoring pages of the software.

To create a report:
1. Select a patient from the list of files.

¢ Select information to be included in the report using Compliance, Trends or Monitoring tabs.
Select a period of time for the report using the dropdown calendar.

—

g, 2. Click the PDF button. The Adobe™* Acrobat Reader software starts and the report prints. Users
may also save and print reports using the Adobe™* Acrobat Reader software FILE menu.

Adobe™" Acrobat Reader Software must have been installed onto the computer or the report function
will not be available and an error message will automatically be generated. Two reports cannot be open at
the same time.

Puritan Bennett™ Respiratory Insight Software Clinician’s Manual 10072597 Rev. A 5-9
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Troubleshooting

6.1 Overview

This section describes how to troubleshoot common problems while using the Puritan Bennett™
Respiratory Insight Software. It includes information about error code messages and how to obtain
technical help and support.

6.2 Help and Support

If you experience a problem while using the software and are unable to correct it, contact your
equipment supplier or your local Covidien representative. See “List of Technical Support
Contacts,”on page Preface-iv.

6.3 Troubleshooting the Software

In the event of a software malfunction:

Bl 1. Close the software using the CLOSE button and restart it by clicking on the Puritan Bennett™
Repiratory Insight Software icon on your desktop.

2. If this procedure has no effect, close all open applications, then restart your computer. Start the
software with the Puritan Bennett™ Repiratory Insight Software icon on your desktop.

Contact your supplier if the cause of the problem cannot be determined.

6.4 Corrective actions

This section describes how to respond when an incident occurs.

The most likely incidents are as follows:
Table 6-1. Corrective actions

Alarm message or incident
description Possible reason for the incident | Potential corrective action

The application does not start. Installation problem. Uninstall and reinstall.

No auto detection of the memory | Memory device connection before | Remove and reinsert USB

device. application started. memory device.
Adobe™* Acrobat Reader Not installed, or version not up to | Download and install
software not available. date. Adobe™* Acrobat Reader

software at www.adobe.com.
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Table A-1. USB memory device characteristics

Characteristics Supported formats

USB compatibility USB flash memory USB 2.0 or USB 1.1

Memory file format USB 32 bit format (sector size: 512 Kb - 2048 KB)
Number of files Maximum 999

USB size 128 MB to 4 GB

Table A-2. Data transfer characteristics

Ventilator data description Capacity

Trends capacity 86 MB

Events capacity 512 KB or 5,500 events
Monitoring capacity 42 MB / 48 hours
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