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Before you start

Please read this manual carefully before using DreamStar™ Analyze software with a device
from the DreamStar™ or Sandman.

Software overview

DreamStar™ Analyze is a software product that can be used with DreamStar™ devices
designed for the treatment of patients who suffer from Sleep Apnoea Syndrome (SAS). It can also
be used with Sandman devices.

Before you use it with DreamStar™ Intro, DreamStar™ Info and DreamStar™ Auto, DreamStar™
Duo and DreamStar™ DuoST devices or their equivalents in Evolve configuration, or with
Sandman equivalent devices, it is essential that you understand how the software operates.

When the software is launched, it automatically recognizes the device to which it is connected.

If you have any questions concerning the use of this software, contact the service representative
whose contact information is shown at the front of this manual.

DreamStar™ Analyze is user-friendly, allowing the user by means of buttons and icons:

e to view and print compliance and pressure data stored in the device, either by download via a
network access or by direct connection (> 365 8-hour sessions for DreamStar™ Info,
DreamStar™ Auto, DreamStar™ Duo or DreamStar™ DuoST and equivalent in Evolve
configuration), or on a memory card (approximately 600 on-off sessions for DreamStar™
Intro, approximately 40 8-hour sessions for DreamStar™ Info, DreamStar™ Auto,
DreamStar™ Duo or DreamStar™ DuoST and in Evolve configuration).

e to view and print compliance data from a session, along with the patient’s real flow rate over
the last 16 hours of use (except with DreamStar™ Intro and DreamStar™ Intro Evolve).

e to configure the device settings by direct cable connection (except with DreamStar™ Intro and
DreamStar™ Intro Evolve) or by memory card, to manage a patient list which provides direct
access to nominative data such as: personal information, information about the equipment
used, and compliance data history.

e to print out a compliance report (Acrobat Reader or ASCII compatible PDF format) for use by
the Clinician and Home Care Provider, which can then be sent by email, and/or export data to
spreadsheet software programs.

User manuals for the DreamStar™ Analyze software are provided in PDF files on the software
installation CD-ROM. However, paper copies of the manuals may be obtained upon request.

In the user manual, all of the screenshots are presented in English. The screens that the program
displays have been translated into all available languages and may differ from that shown in this
manual which are provided by way of example.

Notes:

e When some text included in the screenshots is not translated locally in the manual, it
generally concerns points of detail : refer to the corresponding screenshot displayed in the
language sélected.

e The dates displayed by the software are presented in day/month/year format
(DD/MM/YYYY).
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Instructions for use

| WARNING | This signals a risk of injury or accident to the patient.

DreamStar™ Analyze software is only a tool to aid compliance data analysis and under no
circumstances does it provide an automated diagnosis.

CAUTION In this manual, this indicates that there is a risk of damaging the software or the
hardware used.

The DreamStar™ Analyze can only be used with DreamStar™ and Sandman devices.

The device can only be connected to one device at a time and only displays compliance data for one
machine at a time.

e Before using the DreamStar™ Analyze software with one of the DreamStar™ or Sandman devices, be
sure to familiarize yourself with the safety instructions associated with the device, which are found in the
Patient Manual and in the Clinician and Home Care Provider Manual.

Regularly run antivirus software on the computer where the software is installed.
e You are advised to keep a backup copy of the software.

Note:

e Before installing the software, read the installation procedure provided with the CD-ROM
as well as the instructions for storing the CD-ROM.

e This software requires Acrobat Reader to display reports. An English version is available in
the \ADOBE directory of the CD-ROM.

Standard equipment

The DreamStar™ Analyze software is delivered in a clinical kit containing the following items:
e an installation CD-ROM (available separately).

Besides the software, the CD-ROM contains the latest version of the user manuals in PDF
format for each language, and the English version of Adobe® Acrobat® Reader 8 (software
that is freely distributed).

e a memory card reader.

e A 6-feet mini USB cable which can be used to connect any device (except with DreamStar™
Intro and DreamStar™ Intro Evolve) to a PC.

A 6-feet or 50-feet RS 232/ mini USB cable for connecting DreamStar™ devices (except Intro
models) to a PC or a 6-feet or 50-feet RS 232/ USB cable for connecting Sandman devices
(except Sandman Intro™) to a PC are available in option by separate order.

| CAUTION |

e On receipt, confirm that the packaging is undamaged.
e Confirm that the CD-ROM and memory card are undamaged.

Protection against unauthorized data access is accomplished through the Windows® User Profile
Manager. You are therefore advised to enable this management tool to ensure the confidentiality
of all information.
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Launching the program

4

Dream3Star™

To use this software, all you have to do is double-click on the [_*#=_| shortcut on the desktop or
select "All Programs" in the "Start" menu of your computer, then DreamStar™ Analyze.

The language is chosen the first time the program is launched after installing the application. To
make your language selection, follow the instructions under, “Selecting a Language” on page 8.

The welcome screen appears and gives access to the program functions.

The welcome screen

1% Dieam itar™ Analyze 2...

654

]

all ¥ e

DreamStar Analyze

SEFAM

This screen is mainly used to access the following functions, allowing you to:

1.

L —r

L O

display the patient List and patient data histories, view patient compliance
data and open a patient file containing stored treatment data.

download data from a memory card, format a memory card, program a
patient card or a maintenance card.

establish a serial connection between the machine and the software using an
RS-232 cable or a mini USB cable. This feature cannot be used with
DreamStar™ Intro or DreamStar™ Intro Evolve.

software version and software user manual.
return to previous screen following the software menu hierarchy.

use software configuration tools: selection of language, serial port, etc.

You can exit the program by using Windows® button or Close menu.

enGB -6
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Software properties

You can access the software version by clicking on the @ button. The following window will
appear:

™
DreamStar“Analyze
£ 3 Version @ .
C € 0459
Software complies with 93/42/EEC Directive
Management of devices
designed for treating obstructive sleep apnea
MANUFACTURER MANUFACTURING PLANT
SEFAM SEFAM
144 AV CHARLES DE GAULLE 10 ALLEE PELLETIER DOISY
92200 NEUILLY SUR SEINE 54600 YILLERS-LES-MANCY
FRANCE FRANCE
User Manual I Close

* your software version

Access the software user manual by clicking on the User manual button. This is then displayed
in the selected language.

Click on Close to close the window.

Software configuration

G
You can configure the software by clicking on the e button. The Configuration screen
appears, from which you can access the different options (language, serial port, units of weight
and size, etc.).

=
r

.5 Contiguration

Lo

— -
:;EEI" Language
@ Serial Port

Units : Weight/Size

vy
B @
EED

Analysis parameters

General

o8

Provider logo
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1. Selecting a Language

Select Language. A window opens where you can select the software language by clicking the
corresponding button, irrespective of what has been chosen in the machine. The language
selected then displays at the top. Only the buttons corresponding to the languages present in the
software version are displayed. The screen page shown below lists all the possible languages
which will be made available.

£l s Language : English
Sty
> English(U.K.) * St _ Polski
nglishUk)  Pelmsm suomi ols
ZAIN 2
T B J—
- Deutsch EIE Norsk h Cesti
estina
| 8
= C |
Italiano Dansk * Tiirkge
I l :- C i
ER Espaiiol Hederlands EAANVIKG
Portug % English(U.S.) l ® BAS

Click on @ to exit the window.

2. Configuring the serial port

The Serial Port option can be used with any DreamStar™ and Sandman device except
DreamStar™ Intro, DreamStar™ Intro Evolve and Sandman Intro™. The dialogue box that
appears allows you to select the serial connection mode, configure the port, and set the
connection speed:

Serial link setup

Part Speed

" Rsz3z [ B [ =1
Part Speed

i | =l E
Speed

B 321500 -

0K Cancel |

You can choose an RS232 port and set a programmed speed from 1,200 to 38,400 bauds, with
the programmed speed of 9,600 bauds corresponding to the device speed at start-up.

You can choose a port for a EXT. connection with a programmed speed of 115,200 bauds.

You can also choose a USB connection and set a programmed speed from 38,400 bauds to
921,600 bauds. We recommend operation at the highest possible speed except when there is a
problem with the connection. The default port selection is the USB port at a speed of 921,600
bauds.

Click on OK to confirm your choice or on Cancel to cancel the selection.

3. Choosing the units of size and weight

You can select the units of size and weight by clicking on Units: Weight/Size. The following
window will appear.

Please choose units for size and weight
& g ki
“inflb
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Click OK after selecting cm/kg or in/lb or click Cancel to cancel your selection.

4. Choosing analysis parameters

By clicking on Analysis parameters, a dialogue box is displayed as follows:

Analysis parameters

% days of usage 3 haour(s)
Pressure efficient more than ’90— s of time

Respiratary events and AHT

" Excluding time in ramp

& Including time in ramp

Events in Synthesis and Pressure repotts

v E

™ Exclude central aproeas

Events index by pressure level Graph
[v Wiewing snorings and FL Runs

O Cancel

You can modify:

e 9% days of usage. This is the threshold used to calculate the percentage of usage days, it is
defined in number of hours per day and its value is set to 3 hours/day by default.

e Pressure efficient more than 90 % of time. This is the threshold which allows to calculate the
effective pressure, it is expressed as a percentage of time and its value is set to 90% by
default.

Confirm your choice by clicking on OK or click on Cancel to cancel your selection.
This dialogue box also allows you to select:

e display of respiratory events and Apnoea / Hypopnoea Index (AHI) considering or not the time
spent in ramp (in CPAP mode) or in latency (in Auto-CPAP mode).

e display of respiratory events in Synthesis and Pressure reports excluding or not central
hypopneas and / or central apneas (only with DreamStar™ Info and DreamStar™ Auto
devices).

e view of snorings and flow limitation Runs in the events index by pressure level graph.

5. Other functionalities

Clicking on General displays a dialogue box as shown below:

Settings screen

[ Propose to print values in device settings screen;

Actions after download {Direct link)

{+ Mever erase device sessions

(™ Ask before erase device sessions
AN

Actions after download (Memory Card)

& Mever erase memory card data

" Ask before erase memory card data

A\

oK | Cancel |

e Settings screen allows you to print the values in the device settings screen.

e After download there is an option to erase device sessions [via Direct link] or memory card
data [via Memory Card].

Confirm your choice by clicking on OK or click on Cancel to cancel your selection.
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6. Inserting a Home Care Provider logo

Provider Logo option displays a dialogue box where you select an image file and text which will
appear as a logo on PDF reports. Click on Browse to select the file. Similarly, click on Erase to
delete the logo.

Description of the provider

Mention here text and picture to be displayed on screen and prints

Provider logo Browse...

Erase

i

Marne | |

Address |

oK | Caniel |

Confirm your choice by clicking on OK or click on Cancel to cancel your selection.
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Patient management

Patient List
P };';gr,
Click on the ‘*j/y button to open the List of patients window which lists all the patients for

whom the software keeps data (personal information, information about the equipment used, and
compliance data).

NAME 1 First name 1 7 Modify Delete Notes | Treatment History ‘
iiLast name First name Date of Birth Device Serial number L
| NAME 1 First name 1 22/03/1970 DreamStar™ Auto VER: AD19901 . - %
| NAME 2 First name 2 12/01/1955 DreamStar™ DuoST  longDDst (i
| NAME 3 First name 3 04/07/1947 DreamStar™ Auto LongIA HD
| NAME 4 First name 4 DreamStar™ Auto TESTYANN LB .
| NAME 5 First name 5 01/01/1948 DreamStar™ Intro 01234567899910234... | Patient
: directory
J
K
L
M
N
a
P
R
T
u
e
| Displaying patierts 1-5 of & ‘J A. ¥
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, z
§ [ed List of deleted patients
ﬂ i\ [ Impottof patient files
- [ Esportof patient files

You can access the patient directory by clicking on the icon located in the upper right-hand
corner. By default, it is located in the software installation directory, but the window that appears
when you click on the icon enables you to select another directory containing patient files.

You can scroll back and forth through the list of patients by using the » and * icons and you
can go directly to the top of the list by clicking on 44 or directly to the end of the list by clicking
on P¥,

The Patient List can be sorted alphabetically by selecting the corresponding letter on the right;
only names beginning with the selected letter will be displayed.

You can search for a patient by typing the first letters of the patient's hame in the Search field
then clicking on the magnifying glass icon. All patients having that name will be displayed on the
screen.

If you wish to return to the whole list, click the button in the upper right of the
Patient List.

Patient information

1. Displaying information
You can select a patient by highlighting the patient’s name. The patient’s name will appear at the
top of the window and you may consult or modify the information on file (last name, first name,

contact information, physician, etc.) for that patient by clicking on the t#”M2dify  jcon at the top
of the patient list.
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Last name ABANDER Date of Birth  [o1. 1-1a8 = sie o om
weight 0 kg
s

Patient 1D PATUBODO00S

aaaaaaaaaa

Phone  (06siDini0 Cell Phane Phane 2 Cell Phone 2
Email

Best hour to call

Best hour to visit

Practitioners First practitioner Second practitioner Third practitioner

speciality [ = [+]- | = oa = [+]-]
Name k2 = =

Hospital

Address

Phane
Phane 2
Fax
Email

Insurance

Name Phane

Address Fax
Ermail
Web

From the Patient personal information window, you can add, change or delete data about the
patient by using the Tab key on your keyboard to move from field to field.

Click to add

To add a photo, click on in the upper left of the window. This opens the Open dialogue box
where you can select an image file (BMP, JPEG or GIF format) to be copied to the patient
directory in question.

In addition, once you have entered the physician's name, you can click on the & icon to the right
of the input field to access the list of physician profiles which are on your computer hard drive.
When you select a physician and click OK, all information about that physician (speciality,
hospital, address, email, fax, etc.) is imported into the patient information record. The list is
automatically updated when a new physician is entered into the patient profile.

-
= Save data

Click on the button when you have finished making your changes. A window will
appear asking you to confirm whether you want to make the changes. Click on OK to confirm or
on Cancel to cancel the changes.

2. Treatment history

You can access a patient's treatment history by selecting the [ TrestmentHistory jeon or by double-
clicking on the patient. The Patient treatment history window that appears will identify the
machine involved, the origin of recorded compliance data, the treatment period, the number of
sessions recorded, the number of settings, and the total duration of use.

Data available Period selection

Droamitar™ futo VER: AD19502 = @ automatic selection Last 4 weeks - Number of days ;28

Fir 09/09j2011 Start

Fnd See data
02/1242012 7 Manual sedection

- OR -

irst session Last session Hb of Sessions Nb of Settings Usage time
9/09/2011 07/10/2011 16 18 67 h 35
DreamStar™ Auto  Direct link 09/09/2011 17/11/2011 18 zn 67h37
DreamStar™ futo  Memory Card  02/03/2011 02/12/2012 32 £ 67 h 54

Device Origin Fi
DrearnStar™ Auto  Direct link i

Dispaying Complisnce 13 ot @
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You can either make a manual selection of the data analysis period or select one of the eight
analysis periods proposed right of the Automatic selection option. By default, the software will
automatically select the last 4 weeks.

You will then access the compliance data recorded over the period by clicking on the ootz
button or select a specific data file by double-clicking on one of the lines displayed.
The compliance list is automatically updated each time this screen is opened. The screen can be

&
updated again by clicking on the button.

Click on @ to return to the patient list.

3. Creating a patient

You can create up to 20,000 patients.

To create a new patient, click on L \) . A window will open in which you can enter information
about the patient. You can add the information requested, moving from one line of a frame to the
next by using the Tab key on the computer keyboard.

H Save data

You can record information about the patient by clicking on the button. You then

return to the patient list to which the new patient has been added.

Note: When compliance data for a patient not on the list is read, the option to create a new
patient file is offered automatically so that the data can be saved.

4. Deleting a patient

Delet:
If you want to delete a patient from the list, select the patient and click on SXEEEE A window

will appear asking whether you really want to delete the patient. Click OK to confirm deletion or
click on Cancel if you wish to keep the patient.

Note: To permanently delete a patient’s data, pull up the patient ID of the patient (displayed at

the top of the screen), (after clicking on ™ in the upper right-hand corner), then using
Windows® Explorer, search in the Patients root directory for a subdirectory name that is
the patient's ID preceded by the characters ####. Delete this directory and all the files
in it.

5. Adding comments

You can add simplified comments for a particular patient file. To do this, select the patient file and
[ Notes

click on the *© button. A window appears in which you can enter your comments: It is
possible to insert the date by clicking on the date stamp.
Free notes |Technica| notes |
these are free comments about this patient __J
7|
Date stamp —_—
Cancel l
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Click on OK to confirm or on Cancel to cancel.

Note: The Technical notes tab is only present if a patient card has been programmed for the
patient displayed.

Other utilities

1. Importing patient files

The Import of patient files option enables you to copy one or more patient directories and all
the compliance data files they contain to a destination directory. Click on this option and the
following window will open:

@ usesthis interface to safely: copy: patientsfolders fromivajpatientsiroot directory:to:another:

Local targst directory of copy . Source directory of copy

C:\DreamStar Analyze\Patient I C:\DreamStar Analyze\PATIENTS

Name Serial number __Folder Name Serial number _Folder

NAME 1 VER: AD19901.. EVT_TYPIQ.. 156VES0090_AUTO 156VES0090 .. 156VES009..

NAME 2 longDDst . LongDDST 156VES0090_DUO 156VES009.,

NAME 3 LonglA LonglA DEMOALTO 1138R1134001.. DEMOAUTO

estDBY TESTYANN .. PAT00000002 dema_auto VER: AD19902.. demo_auto

NAME 4 . PATO0000003 DEMO_DUO VER: T019902.. DEMO_DUO
DSAuto_FTP VER: AD19902.. DSAuto_FTP
EVT_TYPIQUES VER: AD19901.. EVT_TYPIQ..
LongDDST longDDst .. LongDDST
LonglA LonglA Longla
test-inst-reg VER: T020000.. test-inst-reg

Copy selection

Copyall

Displaying patients 1-5 of § (> < Displaying patients 1-4 of 4

This interface ensures that if you merge two patient lists you will not create more than one file
per patient in the same root directory.

1. From the right-hand window, select the source directory by clicking on the o

select the patient file to be copied from the list.
2. In the left-hand window, select the target directory where you want to place the copy by

icon and

Copy selection Copy all

clicking on the or icon to copy the file(s).

When patient files are copied into a directory that already contains files relating to that patient, a
window will appear allowing you to select the patient data that you wish to keep.

Note: The patient identifier is modified between the source directory and the target directory.

The directory paths selected are memorized for future use.

Click on @ to return to the patient list.
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2. Exporting patient files

Similarly, the Export of patient files option enables you to copy one or more patient directories
and all the compliance data files they contain to a destination directory.

Click on this option and the following window will open:

0 Use this interface to safely copy patients folders from a patients root directory to another.

Local source directory of copy

Target directory of copy
Ci\Dreamstar Analyze\Patient

5| ¢ \DreamsStar Analyze\PATIENTS

| number _ Folder
AD19901., EVT_TYPIQ.
NAME 2 longDDst . LongDDST
NAME 3 LonglA LonglA
testDBY TESTYANN .. PATO0000002
NAME 4 PAT00000003

Name Seria Name Serial number _Folder
EVT_TYPIQUES VER:

Copy selection

-

Copyall

Displaying patients 1-5 of § Displaying patients 1.4 of 4

This option is recommended for archiving patient files in the root directory used by the software
in a separate backup directory selected by the user.

Click on @ to return to the patient list.

3. List of deleted patients

The List of deleted patients option enables you to display the list of patients who have been
deleted but you no longer have access to the files.
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Displaying compliance data

Compliance data displays automatically after it has been downloaded to a memory card or via a
direct connection to the device.

The last recorded compliance data can also be viewed directly via the Patient List. Refer to
"Patient Management" on page 11.

A window will appear, showing all of the information recorded for the (on/off) session.

For each session, the machine records the useful duration, which is the duration recorded after
5 minutes following start-up, minus the periods during which the mask was removed and the
periods during which no respiration was detected.

Notes:

e To allow the patient time to properly connect to the equipment, no session data is
recorded until after the device has been operating for 5 minutes. As a result, no sessions
(duration of the on/off sequence) lasting less than 5 minutes are recorded.

e Sessions containing data errors are not displayed.

Compliance data saved with DreamStar™ Intro or DreamStar™

Intro Evolve

DEMO_INTRD [ INates
2 hid
" u—
o e e s s BN _—— days
1. 2 3 4 5 B 7 8 8 10 11 12 13 14
Global Infermation e
= 456 7 3 91011121514151617131920 = Device DreamStar ™ Intro (Ver: S019%01)
Fressure (emH20) Serial number 11234567899910234567
Date 12 13 14 15 16 17 12 19 20 21 22 23 00 O1 02 03 04 05 08 07 02 09 10 11 Hour counter Canfiguratian : #ihis
3 o H nter Downiosded 21Th10
. our counter Downloade h
Su 10072011 Total period 21 days { 010772011 - 2107/2011 )
Mo 110772011 . .
Tu 1m0 Daovvnlozd date 43082011 - 17:05
Wy 13072011 Total number of sessions 402
Th 140772011 n .
Fr 15072011 Downloaded sessions 618
Sa 18072011 B .
Sy ATOTR01 Usage information
Mo 1972011 Average operation time § day © 10h16 { Total period = 215h52 )
Tu 190772011
W 20072011 Average usage time J day #6h42 ( Total period = 140h47 )
Th 210772011
Days 4
Usage Ho usage
humber of days 14 0
Average of days §week T L]
average % [ Period 100.0 0.0
Last settings
Prescribed pressure 8.0 emH20
Pressure alter : yes
Patient pressure 8.0 cmH20
Ramp time #min {30min)
Comfort pressure 6.0 cmH20
Analysis period
Start date 03/072011
Enl clate 217072011
Period 14 days
% days of ugage == 3 hid: 100%
Prescribed pressure $.00 cmH20
Total uzsage time 41h03
Ayerage usage time § day B6h30
Average fime in ramp omin
Min. pressure © 7.90 cmH20
e pressure $.00 cmH20
AVErEHE PrESsUre 7.9% emH20
< | k]
™
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This window is divided into four sections:

1. Patient identification for the selected patient

The patient file’'s nhame appears at the top of the window. The patient's identifier and age are
displayed by clicking on in the upper right corner of the screen. Other data can be displayed if
available, including the patient’s address and telephone number and the name(s) and telephone
number(s) of clinician(s). Additional information which can be freely added to the session data by

clicking on the “"**** putton.

2. Analysis period

The Analysis period section presents a compliance summary diagram: daily length of time
during which the patient has breathed using the mask, expressed as a function of the number of
days.

The value on the horizontal axis represents 24-hour periods and the value on the vertical axis
represents the Duration of use (the sum of all durations of use of on/off sessions). The colour
indicates the average pressure for the 24-hour period. Its value is the average of average
pressures that have been weighted by the duration of use for each session.

When the compliance data record exceeds a given number of days, a Zoom button s appears
in the lower left corner of the graph. The icon is visible only when this feature is enabled. The
Zoom button allows you to view all sessions or a subset. If you choose to display a subset of
sessions, a cursor will appear, and you can move from one session to another either by clicking
on the right and left arrows or by moving the cursor while keeping the left mouse button
depressed.

3. Night calendar
The Night calendar section gives a quick overview of patient compliance across the most recent
recorded sessions. A colour scale indicates pressure levels from 4 cmH,0 to 20 cmH,0.

A 24-hour period can be selected from the calendar by clicking on the date of interest to you. The
corresponding diagram will then appear in the Compliance section.

If you double-click on a session, the Session window will display as shown below:

Session 410 < > x

Date - Time  11/07/2011 - 17:49

Duration

Usage time

Time in ramp

Patient pressure

Average pressure

6 h 05

6 h05

0 min

8.0 cmH20

8.0 cmH20

The previous session or the next session can be displayed by using € and # buttons.
The window indicates the following information concerning the session :

e Date - Time of the session.

e Duration of the session.

e Usage time during the session.

e Time in ramp.

e Patient pressure.

e Average pressure.

Close the window by clicking on the X in the upper right corner.
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4. Compliance data

The compliance data is displayed as follows:

Global Information

Device: type of machine. The embedded software version is shown in brackets.
Serial number: serial number of the machine. This cannot be modified.

Hour counter configuration: total operating time at configuration.

Hour counter downloaded: total operating time at download.

Total period

Download date: date and time when the memory card was inserted into the device to backup
compliance data.

Total number of sessions: total number of sessions recorded by the device.
Downloaded sessions: number of sessions downloaded to the memory card.

Usage information

Averaged operation time/day.
Average usage time/day.

Days

Number of days of device use and of non-use.
Average of days/week of device use and of non-use.
Average % /Period : percent average use and non-use of the device during the period.

Last settings

Prescribed pressure: level of pressure prescribed for the patient.
Pressure Alter. option for the patient to alter the level of pressure prescribed by + 1 cmH,0.

Patient pressure: level of pressure set by the patient; this may differ from the prescribed
pressure if the Pressure Alter feature is enabled.

Ramp time: time the device takes to reach the prescribed pressure when starting from the
comfort pressure. The ramp time and the maximum ramp time are indicated.

Comfort pressure: level of pressure produced by the device when the ramp feature starts up
(if ramp enabled) so that the patient can go to sleep comfortably.

Analysis period

Start date: date of the first day of the selected period.
End date: date of the end of the selected period.

Period: number of analysis days, which is the difference between the “End date” and the
“Start date”.

% days of usage>= 3 h/d: percentage of days during which the patient has really breathed
with the machine for a number of hours over the specified threshold (this threshold can be
configured from the software Configuration menu, see paragraph "Choosing analysis criteria"
on page 10).

Prescribed pressure: level of pressure prescribed for the patient.

Total usage time.

Average usage time/day.

Average time in ramp.

Min. Pressure: minimum pressure measured during the analysis period.

Max. Pressure: highest pressure measured during the analysis period.

Average Pressure: average pressure measured during the analysis period.

Click on é to return to the patient compliance list.
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Compliance data saved with DreamStar™ Info / Info Evolve,
DreamStar™ Auto / Auto Evolve

1 — DEMOAUTO Notes ‘

hid

days

[

35 2 49 56 63 =

Synthesis report
= 4.5 6 7 8 81011121314151617181920 =

Pressure (cmH201
Start date 09/09/2011 12:00 j
Date 1213 14 15 16 17 18 19 20 31 Z2 33 00 01 02 03 04 05 06 07 03 09 10 11 Egﬁo"f‘dﬁte ;gf;;fsﬂﬁ 1:59
Fr 098011 || Device O duration (hidh 1h 41
3 LinTaleTwlay B
Su_ 11092011 Compliance information
Mo 12008/2011
Tu 130972011 Usage duration (h/d) O h 5T
Wie 1 4i09/2011 % days of usage >= 3 hid 1%

Th 15082011

Tirme in ramg (hif Oh o
Fr 1610872011 (% of usagg E{ure}hon) (3.0%)
Sa 170972011
Sy 180872011 Mask disconnected Ohoo
Mo 180872011
Tu 2000972011 Days
e 2100872011 T "
Isae o usage
m zna ko e O L
Average of days [ week 13 57
S8 2408/2001 average % / Period 18.6 3.4
Su 25082011
Mo 2608/2011 Durations
Tu 270872011
Wiie 280072011 Usage Tatal period
Th 2808/011 Awverags ant nnst
in
- Mase ah14 ah14
Sa 01402011
Su 02002001 Pressure
Mo 0302011
Tu 041072011 Pressure efficient more than 90 % of time : 9.0 emH20
Wy 034072011 hiry 5.9 cmH20
Th OEMDEDN o7 Ml 0.0 omH20
= Aver 78 cmH20

Fr  07A0/2011

&

Sa  08A0/2011

Sy 08402001 Detected events (excluding time in ramp)

hfo 104002011 Indlex (=vtsh)  Mumber
Tu 11402011 Apnoeas + Hypoproess 91 612
Wi 124072011 0BS AH 16 24
Th 13H0/2011 CHT AH 54 368
Fr 14A0/2011

Snorings 00 1
Sa 15402011
SRR FL Runs 27 185
Mo 1702011 Index
Tu 18A02011 30 0B AH
Wi 194072011 25 CIonT an
Th 204002011 20
Fr o 214002011 15
Sa 220201 - 14 0
Su 23A02011 05 .
Mo 244012011 o0 Pressure (emH20)
Tu 254002011 «4 5 7 8 11 13 15 17 19 =m0
Wi 26/0/2011
Th 27402011
Fr 26002011 Leaks
Sa 294002011
Su 304002011 limin lis
Mo 31402011 hlin 20 033 I
Tu 01412011 e 24 043
Wie 020172011 e 23 039
i OE) AT % of time above
Fr 041201 the limit leak 0.0 %
Sa 0512011
Su 0612011 Leaks (limin}
Mo O7A 12011 150 o Limit 18k
Tu 0812011 120
Wi 09/41/2011 a0
Th 10172011 &0 ananas
Fro 11412011 30
Sa 120102001 = ol mEEENR

= 5 7 8 1 13 15 17 18 =20 =l

This window is divided into four sections:

1. Patient identification for the selected patient

The patient’'s name appears at the top of the window. The patient's identifier and age are

displayed by clicking on in the upper right corner of the screen. Other data can be displayed if
available, including the patient’s address and telephone number and the name(s) and telephone
number(s) of clinician(s). Additional information can be freely added to the session data by

clicking on the “"** puytton.

2. Analysis period

The Analysis period section presents a compliance summary diagram: daily length of time
during which the patient has breathed using the mask, expressed as a function of the number of
days. It remains displayed, irrespective of the presentation displayed on the right.

The value on the horizontal axis represents 24-hour periods and the value on the vertical axis
represents the duration of use (the sum of all durations of use of on/off sessions). The colour
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indicates the average pressure for the 24-hour period. Its value is the average of average
pressures that have been weighted by the duration of use for each session.

When the compliance data record exceeds a given number of days, a Zoom button /) appears in
the lower left corner of the graph. The icon is visible only when this feature is enabled. The Zoom
button allows you to view all sessions or a subset. If you choose to display a subset of sessions, a
cursor will appear, and you can move from one session to another either by clicking on the right
and left arrows or by moving the cursor while keeping the left mouse button depressed.

3. Night calendar

The Night calendar section appears by default on the left side of the window. However, the
pressure graph or wave forms can be displayed there instead, depending on which tab is
selected.

The night calendar gives a quick overview of patient compliance across the most recent recorded
sessions. A colour scale indicates pressure levels from 4 cmH,0 to 20 cmH,0.

A 24-hour period can be selected from the calendar by clicking on the date of interest to you. The
corresponding diagram will then appear in the Compliance section.

If you double-click on a session, the Session window will display as shown below:

Session 1 < >
Settings
Date 30/09/2011 - 00:43 Mode A-PAP+FL setting change (0)
Duration 8hos Latency time 0 min [Max.: 45 min](7.0 cmH20)
. 5 Min. pressure 7.0 cmH20
ompliance
Max. pressure 20.0 cmH20
Usage time 8ho4 P
Mask disconnected ohoo PR CRanETs =
—— . Command on Flow Limitation Run ~ enabled
E Max. press. for command on Apnoes 10.0 cmH20
Pressure Patient drcuit @22mm + HH
Average pressure 7.6 cmH20 Comfort calibration CC+ enabled
Average leaks i
= S Je] % Session duration
100
Detected events Number Index (evts/h) IR
(including ramp) 60
Apnoeas + Hypopnoeas 14 1.7 ::' .,
0BS5S AH 4 0.5 T o o
CNT AH 10 132 =t T 5 6 7 8 9 W 1 ¥ B W B B 7 B W W
0OBS Apnoeas 1 0.1 Pressures (cmH20)
CNT Apnoeas 1 0.1 Average leak per hour (I/min}
150
OBS Hypopnoeas 3 0.4 r
20
CNT Hypopnoeas 9 11 wl
Snorings 577 71.5 L
FL Rung 40 5.0
]
Average duration of apnea 2s hour{s)
Average duration of hypopnea 12s
Average pressure per hour {cmH20)
20
. _ ~ ~ N ﬂ
1 B 3 { ] € 7
hour({s)

The previous session or the next session can be displayed by using € and # buttons.

For further information, refer to the paragraph entitled “"Information concerning the current
session” on page 66.

Close the window by clicking on the X in the upper right corner.
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4. Compliance data

The presentation selected using one of the buttons located in the left part of the window is displayed in the right-hand
section. If you right-click with your mouse on one of the first 3 presentations right (synthesis report, pressure, events and
leaks report and waveforms report), the Analysis parameters window will be displayed and you can use the tools
proposed in the dialogue box. The values shown on the right will then consider the options selected. For more
information, refer to paragraph "Choosing analysis parameters" on page 9.

a) Synthesis report

The information shown in the Synthesis Report is displayed by default but also can be accessed by clicking on the

g%)
E‘ button. The first part of the report contains the following information:

Synthesis report

Start date 09/09/2011 12:00
Endl date 181172011 11:59
Period 70 days

Device OM duration (hicd) 1hat

Compliance information

Usage duration (hid) Oh 5T
% days of usage >= 3 hid 1%

Time in ramp (hit) Ohot
(% of usage duration) (30%)

Mask disconnected 0hoo
Days

Usage Mo usags
Humber of days 13 s7
Awerane of days | week 13 57
average % / Period 18.6 8.4

Durations

Usage Total period
Suerage Sh12 Oh&7
Min ah Oho
[ES ah14 ah14

Pressure

Pressure efficient more than 30 % of time : 9.0 cmH20
Min. 59 cmHzZ0
M. 10.0 cmH20
Ayer, 76 emH20

The start and end dates for the analysis period selected in the pressure graph are shown at the
top, along with the number of days and length of time during which the machine is applying
pressure (Device ON duration )

Compliance information

e Usage duration (h/d): average duration during which the patient is really breathing with the
mask, given in number of hours per day.

e % days of usage >= 3  percentage of days during which the patient has really breathed with
h/d: the machine for a number of hours over the specified threshold (this
threshold can be configured, see paragraph "Choosing analysis

criteria" on page 10).

e Timein ramp : time spent in ramp with the % of usage duration indicated in
(% of usage duration)  brackets.
e Mask disconnected: length of time that the patient mask was removed.
Days
e Number of days: number of days of device use and of hon-use
e Average of average number of days of device use and of non-use per week
days/week:
e Average %/period: percent average use or non-use of the device during the period.
Durations
e Average: average duration of use over 24 hours for the selected period during
which the the device was operating.
e Min.: minimum duration of use over 24 hours for the selected period
during which the the device was operating.
e Max.: maximum duration of use over 24 hours for the selected period

during which the the device was operating.
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Pressure
e Pressure efficient more Pressure level at which the patient spent more than a given

than 90% of time: percentage of time (this threshold can be configured, see paragraph
"Choosing analysis criteria" on page 10).
e Min. (min.): minimum pressure measured over the period analysed.
e Max. (max.) maximum pressure measured over the period analysed.
e Average (moy.): average pressure measured over the period analysed.

Detected events (excluding time in ramp)

Apnogas + Hypopnosas
OBS AH

Snorings:

l
a1
16

CHIT &H Er 388
0o

FLRuns 27

Index
30

QB3 AH

25 Dot 24

20

15 H

10

0s H”D

oo Pressure (emH20)
=4 & 7T @ 13 8 A7 1A W

Leaks

- Limit leak

= s 7 3 1 13 15 17 18 =20
Pressure (cmH20)

Latest settings for the period

ode APaP

Min pressure B0 cmHI0

Meis pressure 180 mH20

Pressure decrease fast

Command on Flaw Limitation Run sisabled

Mzt Pressure for GOMMaN: on Apnoss 0.0 emH20

Latency fime Ormin (45 min)
ure 80cmH20

Patiert circuit @22mm
Camtort caliaration GG+ dlisabled

The second part of the synthesis report contains the following information:

Detected events [excluding time in ramp]

e Apnoeas + Hypopnoeas: index (events per hour) and number of apnoeas and hypopnoeas
detected over the period analysed.

e OBS AH: index (events per hour) and number of apnoeas and hypopnoeas
detected and classed as obstructive over the period analysed.

e CNTAH : index (events per hour) and number of apnoeas and hypopnoeas

detected and classed as central over the period analysed.

Index (events/hour) and number of snorings detected over the
period analysed.

Index (events/hour) and number of flow limitation runs detected

e FLRuns: over the period analysed.

Diagram of events index for each full pressure value.

e Snorings:

Details of detected events depends on the options which have been selected in the Analysis
parameters dialogue box (see paragraph "Choosing analysis parameters" on page 9).

Leaks

e Min.: minimum value of leaks measured in the mask hour by hour over the
period analysed.

e Max.: maximum value of leaks measured in the mask hour by hour over
the period analysed.

e Average: average value of leaks measured in the mask hour by hour over the

period analysed.
% of time above the limit leak.
Diagram of leaks and limit leak for each full pressure value.

Latest settings for the period
e Mode: CPAP operating mode or Auto-CPAP operating mode.
e Min. Pressure: minimum pressure in Auto-CPAP mode.
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Max. Pressure:
Prescribed pressure:
Pressure Alter:

Patient pressure:

Pressure decrease:

Command on Flow
Limitation Run:

Max pressure for

command on Apnoea:

Ramp time:

Latency time:

Comfort pressure:

Patient circuit:

Comfort Calibration
CC+:

maximum pressure in Auto-CPAP mode.
Prescribed pressure in CPAP mode.

option for the patient to alter the level of pressure prescribed by
+ 1 cmH,0. This feature is available only in CPAP mode.

Pressure delivered to the patient in CPAP mode, different from the
prescribed pressure if Pressure Alter is activated.

Fast or Slow in Auto-CPAP mode only.
enabled or disabled (when in Auto-CPAP mode).

Apnoea command maximum pressure (when in Auto-CPAP mode).

time the device takes to reach the prescribed pressure after the first
5 minutes when starting from the comfort pressure in CPAP mode.
The maximum ramp time is indicated in brackets.

the wait time beyond the first 5 minutes of device operation at the
set comfort pressure before Auto-CPAP is activated. The maximum
latency time is indicated in brackets. This parameter only displays in
Auto-CPAP mode on DreamStar™ Auto or DreamStar™ Auto Evolve.

level of pressure produced by the device when the ramp feature
starts up so that the patient can go to sleep comfortably.

On the DreamStar™ Auto or DreamStar™ Auto Evolve device in
Auto-CPAP mode, the pressure is adjusted to the comfort pressure
or the minimum pressure (if comfort pressure < minimum pressure)
when the device detects that there has been no respiratory cycle for
more than 2 minutes or when high pressure is detected.

patient circuit used, diameter 15 mm, diameter 15 mm with water
chamber, diameter 22 mm, diameter 22 mm with water chamber
and SPECIFIC (other configuration).

the Comfort Calibration + (C.C.+) feature, present on DreamStar™
Info, DreamStar™ Info Evolve, DreamStar™ Auto and DreamStar™
Auto Evolve, is designed to increase treatment pressure when the
patient inhales and reduce it when the patient exhales to make
breathing more comfortable during treatment.
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b) Pressure Graph and Pressure, Events and Leaks Report.

Raad
You can access the information in the Pressure, events and leaks report by selecting the E

button. It concerns the analysis period selected in the pressure graph displayed on the left of the
window.

Pressure graph

20
13
18
17
18
15
14
13
12
1

e . i

Three types of information appear on the curve displayed on the left of the screen:

e Prescribed pressure: prescribed pressure range within which the device is authorized to
operate (yellow background).

e Pressure measured: estimated pressure in the mask (vertical shading).

e Average pressure: average pressure for each day of use (blue curve).

A 24-hour period can be selected from the pressure graph by clicking on the desired date or by
selecting the whole period of analysis.

en GB - 24 DreamStar™ Analyze User Manual



Pressure, Events and Leaks Report

This report only concerns the analysis period selected in the pressure graph.

Pressure, events and leaks Report
Analysis period
Start clate 09/09/2011
End date 08102011
Period 29 days
Latest settings for the period
Mlode: A-PAP
Min pressure 6.0 cmH20
Max pressure 18.0 cmH20
Pressure decrease fast
Command on Flovy Limitation Run disabled
Max pressure for command on Apnosa 10.0 cmH20
Latency time 0 min (45 min)
Comfort pressure 8.0 emH20
Patient circut &22mm
Comtfort calibration CC+ Blocked
Pressure
Min 5.9 emH20
Max 10.0 cmH20
er. 7.6 emH20
Pressure efficient more than 90 % of time © 9.0 emH20
% Total usage time
100
a0
&0
40
20
0 -
=4 E] 7 El " 13 1% 17 19 =20
Pressure (emH20)
Detected events (including time in ramp)
Index (evish)  humber
Apnosss + Hypopnosas 9.4 636
OBS AH 4.0 268
CNT AH 54 368
OBS Apnosas 29 194
CNT Apnoeas a1 184
OBS Hypopnosss 14 T4
CNT Hypopnosas 2.7 184
Snorings 0.0 1
FL Runs a1 185
Average duration of apnea M0s
Average duration of hypopnes 330s
Index
u 0B #H
25 [CJoNT 2H
20
15 U
10 D
0s HE'
! Pressure (cmH20)
<4 &5 7 8 11 13 15 17 18 =20

The first part of the report contains the following information:

Analysis period
Shows the start and end dates for the analysis period selected in the pressure graph, and the
number of days.

Latest settings for the period

Displays data concerning the settings: Operating Mode (either CPAP or Auto-CPAP), Prescribed
Pressure (when in CPAP mode), Min. Pressure and Max. Pressure (when in Auto-CPAP mode),
Pressure Alter if enabled (when in CPAP mode), Patient Pressure (when in CPAP mode), Ramp
Time (when in CPAP mode) or Latency Time (when in Auto-CPAP mode), Pressure reduction,
Command on Flow Limitation Run, Max. pressure for command on apnoea when in Auto-CPAP
mode. Comfort pressure is indicated for all modes. The patient circuit is also indicated, along
with enablement of the Comfort Calibration CC+ feature.

Pressure

e average minimum/maximum and average pressures measured over the period analysed.

e pressure level at which the patient spent more than a given percentage of time. This
threshold can be configured, see paragraph "Choosing analysis criteria" on page 10.

The pressure histogram gives a view of the % of time spent at each pressure level.
Detected events [including time in ramp]:

e index (events per hour) and number of apnoeas and hypopnoeas detected over the period
analysed.

e index (events per hour) and number of apnoeas and hypopnoeas detected and classed as
obstructive over the period analysed.

e index (events per hour) and number of apnoeas and hypopnoeas detected and classed as
central over the period analysed.
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e index (events/hour) and number of detected events: obstructive apnoeas, central
apnoeas, obstructive hypopnoeas, central hypopnoeas, snorings and flow limitation runs.

e average duration of apnoea
e average duration of hypopnoea
e diagram of events index for each full pressure value.
Details of detected events depends on the options which have been selected in the Analysis
parameters dialogue box (see paragraph "Choosing analysis parameters" on page 9).

Leaks
Indicates min. max. and average values of leaks measured in the mask hour by hour over the
period analysed.
The presentation gives a view of the leak flow
each full pressure value.

level and the maximum leak in the mask for

Leaks

Iimir Iis
Min. 20 0.33

Menc
Aver

048
0.39

Leaks (I'/min)

130
120
an
&0
30
a

=4 5

+-Limt leak

et

T 9 " 13 15 17 19 =20
Pressure {cmH20)

c) Wave forms, Flow rate

Hh
You can access the curves displayed by selecting the E button.
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This presentation first gives a summary view and then a larger view of the detected events, for
measured leak level and the curve for pressure measured in the mask during recording.

You can select a duration corresponding to the page width of the larger view by clicking on the

v

drop down list jAll
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The upper section of the larger view shows the events encountered (whether they are selected for
controlling the device or not):

e Obstructive events (obstructive apnoeas and hypopnoeas).

o Central events (central apnoeas and hypopnoeas).

e Patient's snoring.

e Runs indicating a breathing period with limited flow.

e Cycle state characterizing variations in resistance of the upper airways.

The central section shows the leak and maximum leak wave forms, and the pressure graph.

In the selected section of the wave forms screen, you will see a cursor, and to the right of the
wave forms, values corresponding to the pressure and leak measurements associated with
cursor’s X-axis coordinate. If you left-click with your mouse on a wave form, the cursor will move
to the address of the item clicked and the values displayed will change accordingly.

Hovering the mouse over a bar that represents one or more events in the Detected Events
section causes the number of associated events to display alongside when the right button of the
mouse is kept depressed.

i .

You can add to the report a portion of the curve in the

memorised selection. Start Dur ation

Click on the m then w buttons to open the
opposite dialogue box.

e — % | putton allows you to display on the

screen the portion of the curve and the
button to delete it. pisplay | [

If you have proceeded to deletions, click on OK to
confirm. Otherwise, click on Cancel.

158/03/2011 01:04:00 05h00

Changes in settings are indicated in the Settings and Sessions sections. Periods during which a
ramp was used are highlighted in yellow.

The Flow button Lad's allows you to view the 10Hz flow rate.

- S [Loats

TN T M T T TR T MR T T T Wi TN T T [ Eo |

Bl S i S ver [+l roteere
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”W“:‘H:“ “J‘M“"'fl"‘”I\\\M‘l\l“ll_‘]‘” ‘I‘ RTaY IRTARY "‘-"""“HI"“"‘I‘H"H'
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gge&h“

]

22082011 071200

You can browse through the record using either the mouse or the left/right arrow keys.
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The drop down list |3min.  ~| or the + and - keys allow you to change the page display
duration. The drop down list X1 5 or the * and / keys modify the signal gain, while the drop
down list 22%#s 1 or the T and { keys shift the curve.

Uads again to return to the previous window.
Print page . . . . .
The Q button in the Flow and Waveforms window opens the following dialogue box:

Click on the Waveforms button

VWaveForm Report

™ only waveform

rPrinting

g

rReport PDF
™ Display POF report after saving

The two buttons are specific to this tab and allow you to export wave forms and their reports in
PDF file format and to print them with size adjustments for the space available. Only the portion
of the wave form visible on the screen will be exported or printed. This dialogue box allows you to
select only the curves in the report or/and view the report after saving.

To export or print an entire compliance data report, see "Analysis Compliance Report" on page
42,

A report is displayed in the right-hand part of the windows including:
Global Information
Reports information about the device and the patient reference.
Analysis period
Indicates the start and end dates for the analysis, and the analysis duration.

Pressure

Indicates the minimum pressure, maximum pressure and average pressure values for the
analysis period and the Pressure efficient more than 90% of time.

The pressure histogram gives a view of the % of time spent at each pressure level.

Detected events (excluding time in ramp)
Indicates the index (events/hour) and number of detected events: obstructive and central
events, snorings and flow limitation runs.
Diagram showing events index as a function of pressure.

Details of detected events depends on the options which have been selected in the Analysis
parameters dialogue box (see paragraph "Choosing analysis parameters" on page 9).

Leaks

Reports the minimum, maximum and average leak values measured at the mask hour by hour
during the analysis period, as well as the percentage of time spent above the limit leak.

The presentation below gives a view of the leak flow level in the mask and the limit leak for
each full pressure value.

Note: All of the report data is calculated based on the wave form segments displayed on the
screen. Thus, the data in this report can be modified by using the zoom feature.

The case when the Exclude Invalid Zones feature is applied is shown beneath the report. You
can enable this feature by clicking on the case with your mouse. The zones to be excluded for the
case in question are defined by a measured leak level higher than the maximum leak. When
Exclude Invalid Zones is enabled, those zones are excluded from the calculations which produce
the data appearing in the report.
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d) Global Information

You can access the information displayed by selecting the

% button.

Device

Device
Serial number
Patiert reference

Hour counter - Configuration
Hour courter - Downloaded

Global period

Average operation time / day

Global Information

DreamStar ™ Auto (VER: A019902)
VER: A019902

153 h 31

249h 45

28 days ( 09/09:2011 - 061102011 )
3 h 26 ( Total period=96h14)

ge time 67Th32
usage time / day 2h25

guration date 09/092011 - 22:19
i 04/10/2011 - 15:08

10
Averag 0.36
Dowvnloaded 10
Device information

Inventory number 0000000000
Last name

First name

Sleep specialist

General practitioner

Notes

Device:

e device type of machine. The embedded software version is shown in brackets.
e serial number of the machine. This cannot be modified.

e reference assigned to the patient.

o total operating (ON/OFF) time at configuration.

e total operating (ON/OFF) time at download.

e global period

e average operation time/day

e total usage time

e average usage time/day

e date and time when the machine was configured.

e date and time when the memory card was inserted into the device to backup compliance data.
e total number of sessions recorded by the device.

e average number of sessions recorded by the device in one day.

o total number of downloaded sessions.

Device information:

This information is only filled in if it has been programmed in the machine.

inventory number

last name

first name

physician specializing in sleep disorders.
general practitioner
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e) Settings list

You can access the information displayed by selecting the

&
button.

Settings list

06/10:2011 - 18:14

Ramp time :

Comfort pressure :
Patient circuit :

Comfort calibration CC+:

09/09:2011 - 22:20

se
Limitation Run :

Max pressure for command on Apnoea :

Latency time :

Comfort pressure :
Patient circuit :

Comfort calibration CC+ :

CPAP
8.0 cmH20
8.0 cmH20

ves
0 min (45 min)
8.0 cmH20
222mm
disabled

A-PAP+FL

6.0 cmH20
18.0 cmH20
fast

enabled

10.0 cmH20

0 min (45 min)
8.0 cmH20
222mm
disabled

The list reflects the days selected in the calendar. The various settings driving the device are
displayed in reverse chronological order (most recent to oldest). The dates and times correspond
to the start of sessions affected by the new settings. The following information is displayed for
each setting change:

e CPAP operating mode or Auto-CPAP operating mode on DreamStar™ Auto only.
e level of pressure prescribed for the patient in CPAP mode only.

e minimum pressure in Auto-CPAP mode only.

e maximum pressure in Auto-CPAP mode only.

e patient pressure applied to the patient in CPAP mode, different from the prescribed pressure if
the Pressure Alter function is enabled.

e Pressure Alter feature which allows the patient to alter the level of pressure prescribed by+ 1
c¢mH-,0. This feature is only available in CPAP mode.

e pressure decrease : Fast or Slow (when in Auto-CPAP mode only).

e command on Flow Limitation, enabled or disabled (when in Auto-CPAP mode only).
e max pressure for command on Apnoea (when in Auto-CPAP mode only).

e ramp time in CPAP mode or latency time in Auto-CPAP mode.

e comfort pressure indicated whatever the operating mode is.

e patient circuit used.

e Comfort Calibration CC+ feature that can be enabled with DreamStar™ Info / Info Evolve,
DreamStar™ Auto / Auto Evolve.

Click on @ to return to the patient compliance list.
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Compliance data saved with DreamStar™ Duo / DuoST,
DreamStar™ Duo Evolve / DuoST Evolve

Compliance data recorded on DreamStar™ Duo, DreamStar™ DuoST or their equivalents in
Evolve configuration is displayed as follows:
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261102011
27012011
2800201
29100011
30105201
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F1102011 1
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This window is divided into four sections:

1. Patient identification for the selected patient

The patient’'s name appears at the top of the window. The patient's identifier and age are
displayed by clicking on in the upper right corner of the screen. Other data can be displayed if
available, including the patient’s address and telephone number and the name(s) and telephone
number(s) of clinician(s). Additional information which can be freely added to the session data by

clicking on the “~"*** button.

2. Analysis period

The Analysis period section presents a compliance summary diagram: daily length of time
during which the patient has breathed using the mask, expressed as a function of the number of
days.

The value on the horizontal axis represents 24-hour periods and the value on the vertical axis
represents the duration of use (the sum of all durations of use of on/off sessions). The colour
indicates the average frequency for the 24-hour period. Its value is the average of average
frequencies weighted by the number of cycles in each session.

Note: Average respiratory rate is calculated with reference to the number of cycles rather than
with reference to time.
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When the compliance data record exceeds a given number of days, a Zoom button Py appears
in the lower left corner of the graph. The icon is visible only when this feature is enabled. The
Zoom button allows you to view all sessions or a subset. If you choose to display a subset of
sessions, a cursor will appear, and you can move from one session to another either by clicking
on the right and left arrows or by moving the cursor while keeping the left mouse button
depressed.

3. Night calendar

The Night calendar section appears by default on the left side of the window. However, the
respiratory rate or wave forms can be displayed there instead, depending on which tab is
selected.

The night calendar gives a quick overview of patient compliance across the most recent recorded
sessions. A colour scale indicates respiratory frequency levels from 0 to 30 BPM (beats per
minute).

A 24-hour period can be selected from the calendar by clicking on the date of interest to you. The
corresponding diagram will then appear in the Compliance section.

If you double-click on a session, the Session window will display as shown below:

Session 2 <> o
Date 13/09/2011 - 01:49 Last settings
Duration 21h49 Mode Bilevel setting change (0)
Compliance Ramp time 15 min [Max.: 45 min]{5.0 cmH20)
Usage time 9h14 EPAP 5.0 cmH20
Mask disconnected ohoo PAP 150cmH20  Insp. Sens 5
Time in ramp 15 min o
Time with no respiratory cycle 0 min pressure rise time(rt) 3 Exp. Sens 3
Average respir. Rate 16 bpm Backup frequency 10 bpm I/E ratio 1/2.0 {33%)
I/E ratio 38 % (~ 1/1.5) Patient circuit B22mm
Average leaks 22 1/min (0.4 I/s)
Detected events
(excluding ramp)
Apnoeas + Hypopnoeas 80 [Index
% Session duration Average leak per hour (limin)
100,
)
)
0|
)
=3 34567 8 91011213 14151617 1819202122324 252627 2829 30 > 2 561 S0 RIBIUISEKN B 21
Frequency (bpm) hour(s)
Percent of spontaneous cycles Average respir. rate per hour (bpm)
o e
1010 10 10 10 10 10 10 10 10 10 10
90N 2SI 1B 2 T 23N S e T8 90N RIS 5T 18 1
hour(s) hour(s)

The previous session or the next session can be displayed by using € and * buttons.

For further information, refer to the paragraph entitled “Viewing the current session” on page
70.

Close the window by clicking on the X in the upper right corner.
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4. Compliance data

The presentation selected using one of the buttons located in the left part of the window is displayed in the right-hand
section. If you right-click with the mouse on one of the first 3 presentations right (synthesis report, pressure, events and
leaks report and waveforms report), the Analysis parameters window will be displayed and you can use the tools
proposed in the dialogue box. The values shown on the right will then consider the options selected. For more
information, refer to paragraph "Choosing analysis parameters" on page 9.

a) Synthesis report

The information shown in the Synthesis Report is displayed by default but also can be accessed by clicking on the

E@’ button.

Synthesis report

0810912011 12.00
05M41201211:58
210 days

ohz:s

on17
kN

2hsd
(3.0%)

ohoo

Estimated Tidal Volume

Detested events (including time in ramp)
Index (evisih)  Humber
Apnoeas + Hypoproeas 8.1 526

Latest settings for the period

Mode Bilevel
EPap 100cmH20
IPAP 200cmHz0
Back, 10kpm
1710 (50%)
1

Co e
Patiert circuit @22mm + HH

The synthesis report contains the following information:

Compliance information

e Usage duration average duration during which the patient is really breathing with the
(h/d): mask, given in number of hours per day.

e % days of usage >= percentage of days during which the patient has really breathed with
3 h/d: the machine for a number of hours over the specified threshold (this

threshold can be configured, see paragraph "Choosing analysis
criteria" on page 10).

e Timein ramp : time spent in ramp with the % of usage duration indicated in
(% of usage brackets.
duration)

e Time in ramp: time in ramp when operating in CPAP or Bilevel mode.

e Mask disconnected: length of time that the patient mask was removed.

Days

e Number of days: number of days of device use and of non-use

e Average of average number of days of device use and of non-use per week
days/week:

e Average %/period: percent average use or non-use of the device during the period.
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Durations

e Average:
e Min.:
e Max.:

Respiratory Rate

e 9% Spontaneous

cycles :
e Min.:
e Max.:
e Average:

Estimated tidal volume

e Min.:
e Max.:
e Average:

average duration of use over 24 hours for the selected period during
which the patient breathed in the mask.

minimum duration of use over 24 hours for the selected period during
which the patient breathed in the mask.

maximum duration of use over 24 hours for the selected period
during which the patient breathed in the mask.

displayed with DreamStar™ DuoST/DuoST Evolve only.

minimum frequency measured over the period analysed.
maximum frequency measured over the period analysed.

average frequency measured over the period analysed.

value of the minimum tidal volume calculated over the period
analysed.

value of the maximum tidal volume calculated over the period
analysed.

value of the average tidal volume calculated over the period
analysed.

Detected events (including time in ramp)

e Apnoeas +

Hypopnoeas:
Leaks
e Min.:
e Max.:
e Average: :

Index (events/hour) and number of apnoeas and of hypopnoeas
detected over the period analysed.

minimum value of leaks measured in the mask hour by hour over the
period analysed.
maximum value of leaks measured in the mask hour by hour over the
period analysed.
average value of leaks measured in the mask hour by hour over the
period analysed.

Latest settings for the period

e Mode:

e EPAP = Expiratory
Positive Airway
Pressure

e IPAP = Inspiratory
Positive Airway
Pressure

e Prescribed pressure :
e Backup frequency:

e I/E Ratio:
e Pressure Alter.
e Patient pressure

e Pressure rise time
(RT):

CPAP or Bilevel operating mode.
expiratory positive airway pressure.

inspiratory positive airway pressure.

prescribed pressure in CPAP mode.

available on the DreamStar™ DuoST or DreamStar™ DuoST Evolve
device.

available on the DreamStar™ DuoST or DreamStar™ DuoST Evolve
device.

This feature available in CPAP mode gives the patient the option to
alter the level of pressure prescribed by + 1 cmH,0.

level of pressure applied to the patient in CPAP mode, different from
the prescribed pressure if the Pressure Alter function is enabled.
Pressure rise time set by the physician. Time the device takes to rise
from the expiratory positive airway pressure (EPAP) to the inspiratory
positive airway pressure (IPAP).
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e Inspiratory sensitivity:
e Expiratory sensitivity:

e Ramp time:

e Comfort pressure:

e Patient circuit:

detection sensitivity of the start of the inspiratory phase of
respiration.

detection sensitivity of the start of the expiratory phase of
respiration.

time the device takes to reach the prescribed pressure after the first
5 minutes when starting from the comfort pressure in CPAP mode.

In Bilevel mode, this is the time beyond the first 5 minutes that the
device takes to reach the expiratory positive airway pressure (EPAP)
and the inspiratory positive airway pressure (IPAP) from the comfort
pressure. The maximum ramp time is indicated in parentheses.

level of pressure produced by the device when the ramp feature
starts up so that the patient can go to sleep comfortably.

patient circuit used, diameter 15 mm, diameter 15 mm with water
chamber, diameter 22 mm, diameter 22 mm with water chamber and
SPECIFIC (other configuration).

b) Respiratory Rate Graph and Respiratory Rate Report

The information shown in the Respi
The information is for the analysis p

AT
ratory Rate Report can be accessed by clicking on the E button.
eriod selected on the frequency rate wave form displayed on left of the window.

Respiratory Rate Graph

Backup frecuency
ured respr. et

=
—dverage respir. Rate

Three types of information appear on the curve displayed on the left of the screen:

e Backup frequency:

e Measured respiratory
rate:

e Average respiratory rate:

periodicity of backup operations prescribed within which the
DreamStar™ DuoST or DreamStar™ DuoST Evolve device is
authorized to operate (yellow background).

respiratory rate measured (oblique shading).

average respiratory rate for each day of use (blue curve).

From the respiratory rate graph, it is possible to select either a 24-hour period by clicking on the
date of interest or the entire analysis period.

DreamStar™ Analyze User Manu

al en GB - 35



Respiratory Parameters Report

Respiratory Parameters Report

Analysis period

Start date 08092011
End date 21092011
Period 13 days

Latest settings for the period

Mocke: Bilevel
EPAP 5.0 emH20
IPAP 20.0 emH20
Backup fraduency 10 bpm

VE ratio 172.0 (33%)
pressure rise time(rit) 3

Insp. Sens

Exp. Senz 5

Ramp time 15 min {45 min}
Comfort pressure 5.0 cmH20
Patient circut #22mm

Respiratory Rate
% Spontanecus Cycles 73 %
Min. 10 bpm

e 20 bpm
Aver. 17 bpm

% Total usage time

40
20 I
0 -

<3 4 B B 10 12 14 16 18 20 22 24 26 28 =30
Respiratory Rate (hpm)

Estimated Tidal Volume

Min, 0.001
e 1011
Aver, 0.261

Estimated Vt (1)
1.50

1.00
050
0.00

i
<3 4 6 B 10 12 14 16 18 20 22 24 26 28 =30
Respiratory Rate (hpm)

Analysis period
Shows the start and end dates for the analysis period selected in the respiratory rate graph,
and the number of days.

Latest settings for the period

Displays data concerning the settings: CPAP or Bilevel operating mode, pressure prescribed in
CPAP mode, or EPAP (Expiratory Positive Airway Pressure) and IPAP (Inspiratory Positive
Airway Pressure) in Bilevel mode, Backup Frequency and I/E Ratio (which are available only
on the DreamStar™ DuoST or DreamStar™ DuoST Evolve), Pressure Rise Time, Inspiratory
Sensitivity, Expiratory Sensitivity, Ramp Time, Comfort Pressure and Patient Circuit used.

Respiratory Rate
e percentage of spontaneous cycles
e Minimum/Maximum and Average frequencies measured over the period analysed.
The presentation below shows the % total usage time by whole value of respiratory rate.
Estimated tidal volume

e values of the minimum, maximum and average tidal volume calculated over the period
analysed.
The diagram below displays the estimated tidal volume for each full respiratory rate value.
Leaks

Indicates the minimum, maximum and average leak values measured at the mask hour by
hour over the period analysed.

The presentation below shows the % total usage time by leak flow level at the mask.

Detected events [including time in ramp]

Number and index (events per hour) of apnoeas and of hypopnoeas detected over the period
analysed.
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Leaks

limiry lis
Min 10
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c) Wave forms, Flow rate

)
You can access the curves displayed by selecting the @ button.

demoDUCST Notes
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This presentation first gives a summary view and then a larger view of the detected events, for
measured leak level and respiratory rate during recording.

You can select a duration corresponding to the page width of the larger view by clicking on the

v

drop down list |All

The upper section of the larger view shows the events encountered: apnoeas and hypopnoeas.

The central section shows the estimated volume, leak and respiratory rate wave forms, and the
percentage of spontaneous cycles.

In the selected section of the wave forms screen, you will see a cursor, and to the right of the
wave forms, values corresponding to the estimated volume, leak, respiratory rate and
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spontaneous cycles measured on the X-axis at the cursor. If you left-click with your mouse on a
wave form, the cursor will move to the address of the item clicked and the values displayed will
change accordingly.

Hovering the mouse over a bar that represents one or more events in the Detected Events
section causes the number of associated events to display alongside when the right button of the
mouse is kept depressed.

Changes in settings are indicated in the Settings and Sessions sections. Periods during which a
ramp was used are highlighted in yellow.

The Flow button i’ allows you to view the 10Hz flow rate.

demapuasT

T I [T i [y 1 [ I |

I|II||/HI \‘ f”/Hl/‘ Nﬂw” /\}\l/H | '||||||||”'||||||HH\|||”,\
H lf'.w; |(|H|H| ‘} il i I”Hu lkll'l\'h lll\ | ’./‘Hw}l \\’\, H”. ‘J JH ‘h

You can browse through the record using either the mouse or the left/right arrow keys.
The drop down list [3min. -] or the + and - keys allow you to change the page display

duration. The drop down list X j' or the * and / keys modify the signal gain, while the

drop down list I25¥s I or the T and | keys shift the curve.

Click on the Waveforms button .’ again to return to the previous window.

e M button in the Flow and Waveforms window opens the following dialogue box:

WaveForm Report *

| Only waveform

 Printing

Hg

Report PDF
™ Display POF report after saving
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The two buttons displayed are specific to this tab and allow you to export wave forms and their
reports in PDF file format and to print them with size adjustments for the space available. Only
the portion of the wave form visible on the screen will be exported or printed. This dialogue box
allows you to select only the curves in the report and to view the report after recording.

To export or print an entire compliance data report, see "Analysis Compliance Report" on page
43. Close the dialogue box by clicking on the X in the upper right corner.

A waveform report is displayed in the right-hand part of the windows including:

Global Information

Reports information about the device and the patient reference.
Analysis period

Indicates the start and end dates for the analysis, and the analysis duration.
Respiratory Rate

Indicates the minimum, maximum and average respiratory rate values measured over the
period analysed.

The histogram below shows the % total usage time by respiratory rate level.

Estimated tidal volume

Are indicated the values of the minimum, maximum and average tidal volume calculated over
the period analysed.

The diagram below displays the estimated tidal volume for each full respiratory rate value.

Detected events [including time in ramp]

Indicates the number and index (events/hour) of apnoeas and hypopnoeas detected over the
period analysed

Leaks

Reports the minimum, maximum and average leak values measured at the mask for each
hour of the analysis period.

The presentation below shows the % total usage time by leak flow level at the mask.
Percent of spontaneous cycles

Reports the minimum, maximum and average spontaneous cycle values.

Note: All of the report data is calculated based on the wave form segments displayed on the
screen. Thus, the data in this report can be modified by using the zoom feature.
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d) Global Information

You can access the information displayed by selecting the

button, to display the following

information:
Global Information
Device
Device DreamStar ™ DuoST (VER: T019902)
Serial number VER: T019902
Patient reference
Hour courter - Configuration 220 h 16
nter - Downloaded 3M7Th33
o 147 days ( 08/09/2011 - 01/0212012 )
operation time / day 0 h 40 ( Total period=97h17)
ge time 59h 48
usage time / day 0h24
Configuration dat 09/09:2011 - 08:30
Download date 0310212012 - 16:45
Total number 16
0.1
16
Device information
Inventory number 0000000000
Last name
HNotes
Device
e device type of machine. The embedded software version is shown in brackets.
e serial number of the machine. This cannot be modified.
e reference assignhed to the patient.
o total operating (ON/OFF) time at configuration.
e total operating (ON/OFF) time at download.
e global period
e average operation time/day
e total usage time
e average usage time/day
e date and time when the machine was configured.
e date and time when the memory card was inserted into the device to backup compliance data.
e total number of sessions recorded by the device.
e average number of sessions recorded by the device in one day.
o total number of downloaded sessions.

Device information

This information is only filled in if it has been programmed in the machine.

inventory customer number

last name

first name

physician specializing in sleep disorders.
general practitioner
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e) Settings list

”
o)
You can access the information displayed by selecting the [ button.

Settings list

05/042012 - 07:44

Bilevel

10.0 ecmH20
20.0 cmH20
10 bpm
1/1.0 (50%)
1

5

5

Ramg 10 min (45 min)
Comfort pressure 4.0 cmH20
Patient circuit 222mm + HH

06/022012 - 09:25

Mode Bilevel
EPAP 20.0 cmH20
IPAP 25.0 emH20
Backup frequency 10 bpm

IET 1/1.0 (50%)
pressure rise time(rt) 1

5

5

0 min (45 min)
4.0 cmH20
222mm + HH

CPAP

12.0 emH20
yes

12.0 cmH20

0 min (45 min)
4.0 cmH20
Z22mm + HH

02/02/2012 - 02:19

Bilevel

20.0 cmH20
25.0 cmH20
10 bpm
1/1.0 (50%)
1

5

5

0 min (45 min)
4.0 cmH20
#22mm + HH

The list reflects the days selected in the calendar. The various settings driving the device are
displayed in reverse chronological order (most recent to oldest). The dates and times correspond
to the start of sessions affected by the new settings.

The following information is displayed for each setting change:

CPAP or Bilevel operating mode.

pressure prescribed for the patient in CPAP mode only.

EPAP : Expiratory Positive Airway Pressure in Bilevel mode only.
IPAP : Inspiratory Positive Airway Pressure in Bilevel mode only.

patient pressure in CPAP mode, different from the prescribed pressure if the Pressure Alter
function is enabled.

option for the patient to alter the level of pressure prescribed by + 1 cmH,0. This feature is
available only in CPAP mode.

Pressure rise time (RT) set by the physician. Time the device takes to rise from the expiratory
positive airway pressure (EPAP) to the inspiratory positive airway pressure (IPAP).

detection sensitivity of the start of the inspiratory phase of respiration.
detection sensitivity of the start of the expiratory phase of respiration.

time the device takes to reach the prescribed pressure after the first 5 minutes when starting
from the comfort pressure in CPAP mode.

In Bilevel mode, this is the time beyond the first 5 minutes that the device takes to reach the
expiratory positive airway pressure (EPAP) and the inspiratory positive airway pressure (IPAP)
from the comfort pressure. The maximum ramp time is indicated in parentheses.

Backup frequency available on the DreamStar™ DuoST or DreamStar™ DuoST Evolve device.
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e I/E Ratio available only on the DreamStar™ DuoST or DreamStar™ DuoST Evolve device,
based on the settings for backup frequency, inspiratory positive airway pressure (IPAP), and
expiratory positive airway pressure (EPAP).

e comfort pressure produced by the device in CPAP mode when the ramp feature starts up so
that the patient can go to sleep comfortably.

e patient circuit used.

Click on @ to return to the patient compliance list.
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Analysis Compliance Report

1. Printing and exporting reports

First select a analysis period. The Analysis Compliance Report dialogue box can be accessed

o\
F"li
by clicking on the \EI button.

":l Analysis Compliance Report

rReport template ————————————— " Items of the selected template

[ ’j‘ Patient information

T
I j Notes

Might calendar

2 “|6 Synthesis report If-\nalysls period -

- 'Eﬂ.r’ Pressure repork

© ®

[T A Pressure graph

|_ 'I-& WaveForm Report
r ‘i—& Waveforms
a—

@ Options - At Flows wave

M g™ settingslist
@ Printing

r % Global Information
@ Report PDF

MNew | Duplicate |

Rename | Delete |

_& Sessions only export to a text file
Save I Cancel

A Synthesis analysis compliance report template exists by default.

You can create other compliance report templates by clicking on the button. A line is
added to the left part Report template and you can enter the name of the new template directly
by clicking on it or by clicking on the Rename | button. The new report template parameters will
be set by default.

'\"-:-'l Analysis Compliance Report

~Report template ——————————————— " Items of the selected template

Synthesis 1
i 2 ’j Patient information

T

W | j Notes

= Might calendar ILast month -

v "'6 Synthesis report IAnaIysis period -

¥ 'Eﬂ.t’ Pressure report ILastmonth =

¥ e pressure graph ILastmonm &

2 }.& WaveForm Report ILast 2 days i

v *—& Waveforms ILast 2 days -

E=—2]

@ Options v Al Flow wave ILasthDur <
Il !,‘: Settings list IAnalysis period -

@ Printing

12 % Global Information
@ Report PDF

CONEY

New Duplicate |

Rename | Delete |

Save Cancel

_& Sessions only export to a text file
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The report items can be selected in the right part Items of the selected template by checking
the box to the left of each item, then the analysis period can be chosen for each of them in the
drop down list proposed.

If in the Waveforms tab, you have added a portion of curve in the memorised selection,
"Memorised selection" can be chosen in the drop-down list of the Waveforms or / and Flow wave
item.

Notes:

e The item print sequence is user-definable by using the or arrow to move the item
forward or backward.

e The selected items are memorized for future print jobs.
e If you have chosen the "Waveforms" item with "memorised selection", you cannot choose
the Waveform Report item.
You can create a copy of an existing report template by clicking on the Duplicate button.

This copy or an existing compliance report template can be modified by selecting it and clicking

on the Rename | button. This option allows you to rename the report and to select or deselect
the items you want to print.

It is also possible to delete a report template by selecting it and clicking on the Delete
button.

Options
The @ icone allows you to access the following window in which printing options and
pdf options are set by default:

Printing Options

WaveForm Flow wave

. . " Portrait . .
Crientation Crientation Landscape

1 — Scale 16 = | hours per page Scale 15 | minutes per page

2 I might calendar in black and white

Iv Avoid page break { Patient information, Motes, Settings list, Global Information;

PDF Options

Iv Display POF report after saving

Default zoom {opening PDF report) |IDD% j

Security

Password
Confirm

Ok | Cancel |

4 —— [ Enable encryption

Besides the usual configurations common to all printers, you can select the following properties:

1. Scale for the waveform and flow wave.

2. Night calendar in black and white. You can also choose to avoid page breaks for the items
listed.

3. Display PDF report after saving. You can also set the default zoom when opening the PDF
report.

4. Enable encryption : this option allows enabling password protection of pdf exported.
The default password for all PDF documents generated is SEFAM2011 (case-sensitive), but

can be changed in this dialogue box. To change the password, type the new password and
then confirm it.
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CAUTION |

The password can be disabled as needed by unchecking the Enable encryption box. It is up to the
user to confirm whether this setting is enabled.

Click OK to accept the new configuration.

A window warns you that you are going to lose password protection. Click on OK to confirm your
choice. In this case, a dialogue box will ask you to enter the previous password.

Please enter old password to confirm changes to security settings,
Caution! fou are about to disable PDF File protection, It will be possible te open generated files without a password, Password ;
Cancel
Q | Cancel |

The password protection status is indicated on the Generate PDF File buttons.
You can export the compliance data report as a PDF format file. To do so, click on the

Report PDF
!E I

icon. The file can be saved to your computer hard drive.

@ Printing
You can print the report by clicking on the icon. The compliance analysis report will
resume faithfully the information presented on the screen, when only patient personal
information will be printed if completed.

Click on to save your modifications or on Cancel to cancel them (in this case, only the
printing options and pdf options will be saved).

2. Using the sessions only export to a text file feature

a) Launching the export

The sessions only export to a text file feature allows you to export data in file formats that can be
read by spreadsheet software programmes for statistical analysis based on data formats different
from the format used by DreamStar™ Analyze.

The export file format generated is a UNICODE format with a semi-colon (;) field delimiter which
cannot be changed.

Exported file names consist of the name of the patient file in question plus an extension that
specifies the file content.

Click on the ‘& Sessions only export to a text file icon in the Analysis Compliance Report
window to launch the export module. The Save As dialogue box appears with the name, the path
where the created file will be saved, and the file type with the .txt extension.

Save As @I@
Savein: | ) Patient v O FerE-
N 5 Patient:
5 ) C5)PATD0000001
My Recert  CJPATDOD000I2
Documents  |£ypAT00000014
_— LZJPATOO000016
w -JPATO0000030

Desktop  LJPATDD000033
CIPATO0000034
JPAT00000035
JPAT00000036
CZIPATOO000037
(ZIPATOO000038
(IPATOO000039

My Documents

:i | (5IPATO0000040
My Computer | [ EIPATO0000041
« |~ .
> — =
MyNetwork  Saveasbpe:  |Text Fie ("ba) v Cancel

CAUTION |

After creating the file, it is recommended that you make a copy of the file in a separate directory of your
choice before making changes in it using the spreadsheet programme.
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b) File structure
Data is exported in UNICODE, with each character encoded in 2 bytes.

DreamStar™ Intro or DreamStar™ Intro Evolve
The session data exported by DreamStar™ Intro or DreamStar™ Intro Evolve is as follows:

Session:
State:
Date:
Time:
Duration:

Usage Time :
Ramp time:
Patient pressure:
Average pressure:

Session number

Session status: OK, Empty, Invalid data, or Checksum error
Session date

Session time

The operating time for the machine during the session in hours and
minutes
The usage time for the machine during the session in hours and minutes

Ramp time in hours and minutes
Patient pressure in mmH-,0
Average pressure measured by the machine in mmH,0

DreamStar™ Info, DreamStar™ Info Evolve, DreamStar™ Auto or DreamStar™ Auto

Evolve

The session data exported by DreamStar™ Info/Info Evolve and DreamStar™ Auto/Auto Evolve is

as follows:

e Session: Session number

e State: Session status: OK, Empty, Invalid data, or Checksum error

e Date: Session date

e Time: Session time

e Duration: The operating time for the machine during the session in
hours and minutes

e Usage: The usage time for the machine during the session in hours

Mask disconnected:
Time in ramp:

Average pressure:
Average Leaks:
OBS Apnoeas:
CNT Apnoeas:
OBS Hypopnoeas:
CNT Hypopnoeas:
Snorings:

FL Runs:

Setting change:
Mode:

Prescribed pressure:

Patient pressure:
Min. pressure:

Max. pressure:

and minutes
Length of time that the mask has been disconnected

Length of time in ramp while in CPAP mode, expressed in
hours and minutes
Average pressure measured by the machine in mmH,0

Average number of leaks

Number of apnoeas classed as obstructive.
Number of apnoeas classed as central.
Number of hypopnoeas classed as obstructive.
Number of hypopnoeas classed as central.
Number of snores

Number of Flow limitation runs

Change of settings

Mode (CPAP or Auto-CPAP)

Prescribed pressure in mmH-,0

Patient pressure while in CPAP mode, expressed in mmH,0.

Minimum pressure while in Auto-CPAP mode, expressed in
mmH,0
Maximum pressure while in Auto-CPAP mode, expressed in
mmH,0
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Max. press. for command on
Apnoea:

Command on Flow Limitation
Run:

Pressure decrease:

Ramp time or Latency time:

Max ramp time or Max Latency
time:
Comfort pressure:

Maximum pressure for command on Apnoea (when in Auto-
CPAP mode), expressed in mmH,0
Command on Flow Limitation Run (when in Auto-CPAP mode)

Pressure decrease in Auto-CPAP mode.

Ramp time in CPAP mode or latency time before Auto-CPAP
mode is triggered in Auto-CPAP mode.

Maximum ramp time in CPAP mode or latency time in Auto-
CPAP mode.

Comfort pressure

DreamStar™ Duo, DreamStar™ Duo Evolve, DreamStar™ DuoST or DreamStar™
DuoST Evolve

The session data exported by DreamStar™ Duo/Duo Evolve and DreamStar™ DuoST/DuoST
Evolve is as follows:

Click on the

Session:
State:
Date:
Time:
Duration:

Usage:

Mask disconnected:
Time in ramp:

Average respiratory rate:
Average Leaks:
Apnoeas:

Hypopnoeas:

Setting change:

Mode:

Prescribed pressure:

Patient pressure:
EPAP:

IPAP:
Backup frequency:
I/E Ratio

Pressure rise time (rt):
Inspiratory sensitivity:
Expiratory sensitivity:
Ramp time:

Max. Ramp time:

Comfort pressure:

Back

Session number

Session status: OK, Empty, Invalid data, or Checksum error
Session date

Session time

The operating time for the machine during the session in
hours and minutes

The usage time for the machine during the session in hours
and minutes

Length of time that the mask has been disconnected.

Length of time in ramp while in CPAP mode, expressed in
hours and minutes
Average respiratory rate measured by the machine in BPM

Average number of leaks
Number of apnoeas.
Number of hypopnoeas.
Change of settings

Mode (CPAP or Bilevel)

Prescribed pressure while in CPAP mode, expressed in
mmH-0.
Patient pressure while in CPAP mode, expressed in mmH,0.

Expiratory positive airway pressure while in Bilevel mode,
expressed in mmH,0.

Inspiratory positive airway pressure while in Bilevel mode,
expressed in mmH,0.

Backup frequency expressed in BPM (applies to DreamStar™
DuoST or DreamStar™ DuoST Evolve).

Average I/E ratio (applies to DreamStar™ DuoST or
DreamStar™ DuoST Evolve).

Pressure rise time while in Bilevel mode

Inspiratory sensitivity
Expiratory sensitivity

Ramp time in minutes
Maximum ramp time in minutes

Comfort pressure

button to exit the analysis compliance report.
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Using a memory card

Downloading data via memory card

The patient can use external memory media to download the most recent compliance data from
the memory of any DreamStar™ or Sandman device by following the instructions in the Patient
Manual.

Once the data is backed up, the patient delivers the memory card to you and you can retrieve the
compliance data and analyse it using the DreamStar™ Analyze software.

Insert the card into the memory card drive supplied with the software as shown in the diagram.

Then insert the card drive into a free USB port on your computer.

Next click on the ) button in the DreamStar™ Analyze software. The following screen will
appear:

- # Download data from memory card
- Patient card
51@ Maintenance card

5“_‘ Format memory card

Click on the Download data from memory card option. An animation will appear until the data
download is complete.

Note: Any memory card, whether it is new or has been previously used for downloads from
this or another DreamStar™ device can be used to download data.

For purposes of data confidentiality, the card can be erased once it has been read. To do so,
enable the corresponding option as indicated in section "Other functionalities" page 9.

Once the memory card has been read, a window will appear identical to the one described in
section "Displaying compliance data" page 16 and following. Refer to this section for more
information concerning the data displayed.
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Formatting the memory card

=

The @ Format memory card button enables you to erase the data on the memory card. A
dialogue box appears, reminding you that you are about to erase data:

You will erase the data on the Mermory Card,

Do you want to continue ?

Confirm that you want to erase the data by clicking on OK, otherwise click on Cancel:

Patient card

You can prepare a memory card to be used one time only by a patient already registered in the
software (for whom compliance has already been retrieved). A device/serial number combination
is used to ensure the operation is secure.

A patient must first have been selected from the patient list before clicking on the Patient card
option.

The window that appears enables you to define the following parameter settings (example of a
patient card for DreamStar™ DuoST):

Target device S.N. = YER: T019902 (DreamStar™ DuoST)

Settings Unchanged on device Edit

Reminders Unchanged on device Edit

Language Unchanged on device

Edit

[
[
=
[
[

Pressure unit Unchanged on device Edit

New patient Unauthorized

EXT. Mode serial port Unchanged on device Edit ]

First Initialization

| | |
| I |
| | |
| | |
| Time shift I Unchanged on device I
| | |
| | |
| I |
| | |

Unchanged on device Edit ]

"w Reset settings 51 E Write on memory card gfw Format memory card

=
The @ Format memory card button has the same function as that described above.

Clicking on the button to the right of each parameter displays the dialogue box relative
to the setting for this parameter. This dialogue box gives you access to the device and display
contrast settings, choice of language and pressure unit. For more information concerning these
parameters settings, refer to the "Accessing device settings" section on page 56.
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If you click on next to the Reminders parameter, the dialogue box that appears allows
you to modify the reminder activation delay.

MODIFY REMINDER.
Filter ~| W Activated [0 months (t..60)
Mask 'W‘ r ’_
Service ’W‘ r~ ’_
Memary Card Unchanged -~ ’_
QK Cancel ‘

If you wish to modify a setting, select the New setting option next to the reminder in question in
the left part of the window and then type the frequency desired in number of months in the box
next to "months".

CAUTION |

When a reminder is enabled, the reminder expiration date is recalculated whenever the memory card is
inserted into the device.

If you click on next to the Time shift parameter, the dialogue box that appears allows
you to set the number of hours and minutes by changing the time with + or -.

Time shift

~| |oe:oo -
Ok | Cancel |

Click on OK to confirm the setting or on Cancel otherwise.

The EXT. Mode serial port feature allows you to enable or disable connection of an external
module for a wireless connection (for example Bluetooth), except with DreamStar™ Intro and
DreamStar™ Intro Evolve.

EXT. Mode serial port u

enable [Yes]

‘,
\'/ disable [No]

Click on Yes to enable connection of an external module or No to disable it. To cancel your
action, click on Cancel.

The First Initialization feature gives the patient access to the language setting the first time the
device is switched on.

Each time you modify a parameter, the new setting appears in the central strip, which then
changes colour. If a parameter has not been modified, the central strip displays Unchanged on
device.

You can cancel any setting changes made by clicking on the Reset settings button. The
central strip displays Unchanged on device again.

en GB - 50 DreamStar™ Analyze User Manual



Click on the HE Write on memory card button to apply settings to the memory card. A window
appears indicating the settings.

Warning. You are about to write on the memory card.
Do you want to continus ?

Mode : Bilewsl

EPAF : 5.0 crH20

IPAP ; 15.0 cmH20

Backup f. : 10 bpm

I/E ratio : 1/2.0 (33%)
pressure rise ime(rt) : 3

Insp, Sens : &

Exp. Sens : 5

Ramp time : 15 min, (45 min.}
Comfort pressure : 5.0 cmH20
Disabling Humidifisr
Language : English

Cancel

Click on OK to confirm or on Cancel to cancel if you do not wish to keep these settings. The
settings written on the memory card are recorded by the software in the technical notes relative
to the patient.

Note: The card needs to be inserted into the memory card reader and the memory card reader
inserted into a free USB port of the computer for the patient card settings to be applied.

Maintenance card

You can prepare a memory card for a device type; this allows you to configure a fleet of machines
with the same settings.

158
The N Maintenance card button gives you access to a dialogue box in which a device type
can be selected:

Maintenance card

Device bype

" Dream3tat™ Inkro

(" DreamSkar™ Info

(™ DreamSkar™ Duo

" DreamnStar™ DuoST

ol 4 | Cancel

Click on OK to confirm your choice or on Cancel otherwise.
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The window that appears enables you to define the following parameter settings (example of a
maintenance card for DreamStar™ Auto):

Target device Maintenance card (DreamStar™ Auto) Edit

Settings Unchanged on device Edit

Reminders Unchanged on device Edit

Language Unchanged on device Edit

Pressure unit Unchanged on device Edit

New patient Unchanged on device Edit

EXT. Mode serial port Unchanged on device Edit

First Initialization Unchanged on device Edit

I | |
I | | (
I | | (
I | | (
I | |
I | | (
I | | (
| | | (

W Reset settings E‘I E Wirite on memory card ;I”—w Format memory card

= g
The @ Format memory card button has the same function as that described in the
“Formatting the memory card” section above.

The settings available are the same as those available for the patient card (for more information,
refer to the "Patient card" section).

In addition, you have the option of choosing a different target device by clicking on the
button to the right of the Target device parameter.

You can also programme a maintenance card for a new patient by clicking on the button
to the right of the New patient parameter.

A window opens asking you to enter a patient reference:

Mew patient and complete reconfiguration of the device

Patient reference

maximurn height characters

All the data will be erased and the default parameters will be entered,

If you program other settings on the Maintenance Card, they will be
applied following this reconfiguration,

Ok | Cancel

Click on OK to confirm your choice or on Cancel otherwise.

Each time you modify a parameter, the new setting appears in the central strip, which then
changes colour. If a parameter has not been modified, the central strip displays Unchanged on
device.

You can cancel any setting changes made by clicking on the & Reset settings button. The
central strip displays Unchanged on device again.

Click on the EIIE Write on memory card button to apply settings to the maintenance card. A
window appears indicating the settings. Click on OK to confirm or on Cancel if you do not wish to
keep these settings.
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Note: The card needs to be inserted into the memory card reader and the memory card reader
inserted into a free USB port of the computer for the maintenance card settings to be
applied.

Click on @ to return to the previous screen.
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Configuring the device

Connecting to the device

A computer can be connected to a DreamStar™ Info, DreamStar™ Auto, DreamStar™ Duo or
DreamStar™ DuoST device (or equivalent in configuration Evolve). A computer can also be
connected to a Sandman device (except Sandman Intro™).

The default port selection is the USB port at a speed of 921,600 bauds. If you want to configure a
different serial port and a different communication speed, follow the instructions in section
"Configuring the serial port" on page 8 before connecting.

Then connect the serial link cable as follows:

1. Place the device on a flat and stable surface.

2. Connect the RS-232 cable or USB cable to the serial/USB link connector on the device.

3. Connect the other end of the RS-232 cable or USB cable of appropriate length (6ft or 50ft) to
the corresponding port on the computer.

CAUTION |

e Only use the serial cables supplied with the software. Using other serial cables could damage the
device.

e The welcome screen is automatically displayed if communication is lost.

Description of the connection screen

When you click on the button a window appears showing data concerning operation of
the device used, settings configuration, retrieving recorded compliance data and viewing the
current session or all the sessions.

Downloading compliance.

1. Device status

The screen shows which device you are using. The display shows the status of the machine, the
current time if the device is in standby mode or the estimated pressure in the mask, updated in
real time, when the machine is operating.

(DreamStar™  Auto/AutoEvolve)
_— Bilevel operating mode (DreamStar™

Estimated pressure in the
mack

06.0 cmH20 &

= Indicates that compliance is
being recorded.

The ON/OFF button is operational and allows the device to be switched on or off.

Auto-CPAP operating mode

Duo/Duo Evolve or DreamStar™
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2. Displayed information

The information displayed below the machine identifies the machine and gives its settings:

a) Device:

o Patient reference

e Serial number

e \ersion

e Inventory number

e Hour counter

This information is shown regardless of which device is connected.

b) Settings:
The information shown in this section varies with the device used and the device settings.

Information common to all devices operating in CPAP mode:
e Mode: CPAP operating mode

e Prescribed pressure with the set pressure shown in brackets

e Ramp time with the maximum ramp time shown in brackets

e Comfort pressure

Information specific to devices in Auto-CPAP mode:

e Mode: Auto-CPAP operating mode with detected event tracking
e Min. Pressure in cmH,0

e Max. Pressure in cmH,0

e Max. Pressure for command on Apnoea in cmH,0

e Latency time with the maximum latency time shown in brackets.
e Comfort pressure.

Information specific to devices in Bilevel mode:

e Mode: Bilevel operating mode

e EPAP: expiratory positive airway pressure in cmH,0

e IPAP: inspiratory positive airway pressure in cmH,0

e Backup frequency available on DuoST or DuoST Evolve models
e I/E Ratio available on DuoST or DuoST Evolve models

e Pressure rise time (rt)

e Inspiratory sensitivity and expiratory sensitivity

e Comfort pressure is also indicated in Bilevel mode

e Ramp time with the maximum ramp time shown in brackets

3. Device setting buttons

In the connection window, the six buttons beneath the machine give access to the device
settings:

Erasing data Inventory number Settings

Patient information User Configuration Date Hour
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4. Other functionalities

The four buttons on the right of the screen allow you to check serial port configuration, backup
compliance data saved in the device and display the current session or all the sessions.

Downloading compliance
Current session

All sessions

Button available only when a
Real time curves  ——— DreamsStar™ Duo/Duo Evolve or
DreamStar™ DuoST/DuoST *Evolve

Serial Port

Accessing device settings

1. Erasing compliance data

Erasing data

Clicking on the button will cause the following dialogue box to appear:

Erasing data
& Erasing sessions iy,
All detailed compliance sessions will be erased, device will be set to standby &
mode, but global data, patient ref and settings will be kept.
Same patient Do you want to erase all sessions on the device
" Erasing sessions and global data.
Al detailed compliance sessions and global data will be erased, device will be a Do you want to continue ?
sek in standby mode, but patient ref and settings will be kept,
OK
! \ New patient " Mew patient and complete reconfiguration of the device,

e The Erasing sessions only option is the default setting. If you click on OK, a message
appears alerting you that you are about to erase all sessions on the device. Click on OK to
confirm or on Cancel to cancel. Clicking on OK will cause the session data to be erased, but
the global data, the patient reference and settings will be preserved.

e You can also select the Erasing sessions and global data option. A message will appear
alerting you that you are about to erase global data from the device. Click on OK to confirm
or on Cancel to cancel. Clicking on OK will cause both the session data and the global data to
be erased, but the patient reference and settings will be preserved.

e If you select the New patient and complete reconfiguration of the device option, the
Patient reference window appears:

Patient reference

| RO00D0000

oK | Cancel
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You can also assign the patient a new Patient Reference, which is the 8-character alphanumeric
code associating the patient with the device. By default the patient reference will be the letter R
followed by the 7 last characters from the serial nhumber (e.g. "R8814AAA").

CAUTION |

Assigning a new patient reference causes the deletion of all data stored in the device memory (i.e. all gobal
data stored since the last configuration). For further information, see the technical manual for the device.

If you input a new patient reference, a dialogue box alerts you to the change and asks whether
you want to continue.

Click on OK to confirm your choice or on Cancel to cancel it. The new patient reference will
replace the one which was displayed.

2. Patient information

Patient information

The button allows you to view, change and enter information about the patient
to whom the device has been assigned.

Patient information

Last name | i\-\

| Warning. You are about to change device settings.

First name

Sleep specialist |:> Patient information
Do you want to continue ?

General practitioner

OK

Ok | Cancel |

Enter the desired data and confirm your choice by OK. A dialogue box warns you that you have
made changes and asks if you wish to continue. Click on OK to confirm or Cancel to cancel.

3. Inventory number

The inventory number can only be accessed using the computer. It is a 10-character
alphanumeric code specific to the machine in which it is memorised.

Inventory number

To change the inventory number, click on the button. The following window will

appear:

Inventary number
| ROOODO0000 ‘Warning, You are about to change device settings.
: Do you want ko continue ?
Ok | Cancel |

You can enter a new inventory number. Confirm your choice by clicking on OK.

A dialogue box warns you that you are going to make changes and asks if you wish to continue.
Click on OK to confirm or Cancel to cancel.
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4. User configuration

User Configuration

If you click on the button, the following window appears:

Language Rermindsr
French v activated {* Display Gresk v Activated " Display
English UsS IV activated " Display Japanese IV activated " Display I~ Filter ’* morths  13f04f2012
English ¥ Activated " Display r 'y
Getman [V Activated " Display In - [~ Mask ’_ months  13j04/2012
Ttalian [¥ activated " Display r o
Spanish [V Activated ™ Display In - I™ Service ’7 months
Portuguese [V Activated " Display r o
Dutch ¥ Activated  Display r o I~ Memory Card - [0 manths
Danish IV Activated " Display In o
Finnish IV Activated " Display In o
Morwegian IV Activated " Display I o
Swedish Iv activated " Display r o Urits Contrast
Palish v Activated " Display r o & 20
Caech ¥ activated " Display O o SRR T
Hungarian v Activated " Display r o  hPa P L
Turkish v activated (" Display I 'l
Cancel

You can choose the language and pressure unit, set the contrast and define reminders from this
window.

a. Selecting a language

All the languages available in the device are marked "Activated" in the "Language" section. Select
one of them by clicking on the "Display" box.

b. Reminders

For each type of reminder you can set the frequency with which the device will set a reminder
activation date for the patient. This frequency can be set in increments of 1 month.

o Filter: recalls how often the filter should be changed.

e Mask: recalls how often the mask should be changed.

e Service: recalls how often the device pressure should be checked.

e Memory Card: recalls how often the patient should download data to the memory card and
return the card to you.

This window allows you to choose a new setting for each reminder. Select the reminder by
clicking on the box opposite this reminder and then enter the desired frequency in months in the
box opposite "Month". The frequency can be adjusted by 1 month increments between 1 and 60
months. To suppress the reminder feature, just uncheck the box opposite the reminder in
question.

c. Pressure unit

Select a pressure unit option by clicking on either cmH,0 or hPa. The pressure unit set by default
is the cmH,0 which is the pressure exerted by a water column of 1 cm in height at 4°C (39.20°F).
The selected unit will appear in the pressure settings display.

Note: Changing the pressure unit of measure does not affect the pressure settings in the
device. It only changes the way they display (the values are calculated automatically
according to the selected unit of measure).

d. LCD contrast

The contrast is set to 5 by default, but it can be set between 0 and 10 by increments of 1. The
value can be increased by moving the cursor to the right and reduced by moving it to the left.

Click on OK to confirm all settings in the window or on Cancel to cancel them. A dialogue box
warns you that you have made changes and asks if you wish to continue.

en GB - 58 DreamStar™ Analyze User Manual



Warning. You are about to change device settings.

TN

Do you want to continue ?
OK

Click on OK to confirm or Cancel to cancel.

5. Date and time

Date Hour

By clicking on the
software.

button, you can access the device clock through the

If the device is on, the following dialogue box is displayed showing the date and time in the

device, but it cannot be modified.

PC Datef/Hour : 24/01/2013 10:24
DatefHour device : 24j01/2013 10:31

A

Date - Time

However, if the device is in standby, the following dialogue box is displayed allowing the date and

time to be modified.

Januaty
2013

February
2013

March
2013

Synchronises the device
time with that of the PC |

PC DatefHour: 24)01/2013 10:26

Mo Tu We Th Fr Sa
1 2 3 4 5

T & 8 10 11 12 ’HE

14 15 16 17 18 19 hh mn

21 22 23 [24] 25 26

28 29 30 A \
Mo Tu We Th Fr Sa

4 5 6 7 & 8
11 12 13 14 15 16
18 19 20 21 22 23
25 26 27 28

Mo Tu We Th Fr Sa

11 12 13 14 15 16 EEEEE I .
18 19 20 21 22 23

25 26 27 28 29 30 —
FEEE>

P Date/Hour ‘ Zancel |

N Indicates the date and time
of the device

[ Scrolls through the
months

To modify the date, click on the desired day. If necessary, scroll through the months using the
buttons located at the bottom right-hand corner of the dialogue box.

To change the hour and/or the minutes, place the cursor on the hh and/or mn boxes and change

the values using the keyboard.

Use the PC Date/Hour button to synchronise the device time with that of the PC.

CAUTION |

Before synchronising the date and time of the device with that of the PC, ensure that your computer settings

are correct.

Click on OK to confirm your changes or on Cancel to restore the original date and time.
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6. Settings

Before using the DreamStar™ Analyze software to make any changes, make sure that the device
and your computer are connected correctly.

CAUTION |

Check the date and time in the computer before programming the device and ensure that the time in the
machine is correct.

Settings

Click on to access the device settings.
The dialogue box displays all the settings parameters and programming of 4 automatic settings
changes.

The windows will vary depending on which device is connected and which operating mode is
selected.

When the machine is used for the first time, or if it is reconfigured, the default settings are
programmed. Otherwise the settings displayed correspond to the last settings made.

The parameter values are displayed to the left of the settings cursors. You can make the settings
either by clicking on the right and left arrows or by moving the cursor while keeping the left
mouse button depressed. The settings ranges are the same as those which can be adjusted on
the devices.

The w button displays the original device parameters.

The settings window also allows you to programme 4 settings by clicking on the

Programmed settings

|function as explained in the section on "Programming automatic settings

changes" on page 64.
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a. CPAP mode

The DreamStar™ Info only operates in CPAP mode. However, DreamStar™ Auto and DreamStar™
Auto Evolve devices can operate in CPAP mode or Auto-CPAP mode, and DreamStar™ Duo,
DreamStar™ Duo Evolve, DreamStar™ DuoST and DreamStar™ DuoST Evolve devices can
operate in CPAP mode or Bilevel mode.

The L button in the upper left of the Settings window allows you to configure the device
for operation with constant pressure. If you click on this button, the following settings window is

displayed:

Pressure Alter
function only
available in CPAP

. Mad
Settings =

Pressure

050 cmH20 1,00 cHz0

praceuns S | J .

P | [ Pressure alter

 -toomHzo © -0.5cmH20

12.0 cmH20

RN

f 3 Time trin)
0 5 10 15 20 25 30 35 40 45

" 0.0cmH20

' +0.5cmH20 © +1.0cmH2O

Comfork pressure 6,0 crH2O ﬂ J ﬂ
Max ramp time 45 min j M
Ramp time 15 min ﬂ J j
Humidifier
¥ Heating Function blocked
1 2 3 4 5 & 7 8 9 10
CO m fo rt o LCHRN U SUR R G S S SR A

Calibration CC+

function available
on DreamStar™
Info/Info Evolve or

Comfort calibration CC+

—— [~ Blocked

Patient circuit
" @zzmm  {* @22mm + HH 5

I ctive € @ismm G150+ HH

Auto-CPAP mode with
DreamStar™ Auto/ Auto
Evolve, or

Bilevel mode with
DreamStar™ Duo or
DreamStar™ DuoST (and
equivalent devices in
Evolve configuration)

Programmed settings ‘

Cancel

DreamStar™ Auto/
Auto Evolve

Default oK

The settings window is divided into several sections:

The Pressure section is used to set the pressure applied at the end of ramp time. The following
parameters can be set:

e You can adjust the pressure setting increment to 0.5 cmH,0 or 1.0 cmH,0. The settings are
always made with the last settings increment selected.

e As pressure is constant, you can only set the value of the set Pressure between 4 cmH,0 and
20 cmH,0.

e The Pressure Alter function allows the patient to modify the prescribed pressure by £ 1 cmH,0
within the limits of 4 to 20cmH,0. This feature is available only in CPAP mode.

The Ramp section contains the pressure/time curve and is used to set the ramp parameters. The
following parameters can be set:

e Comfort Pressure can be set to a value between 4 cmH,0 and the prescribed pressure.

e Max Ramp Time can be set in 5 minute increments between 0 and 45 minutes.

e Ramp Time can be set in 5 minute increments between 0 and maximum Ramp Time.

In the left side of the window, you can enable or disable the Comfort Calibration CC+ function
present in DreamStar™ Info/Info Evolve and DreamStar™ Auto/Auto Evolve only.

In the right side of the window, you can block the heated function by checking the box next to
Heated function blocked or activate this function by unchecking the box. You can also set the
humidifier heat level to OFF or to between 1 and 10 on the DreamStar™ device fitted with a
water chamber (Evolve configuration). You can also choose the patient circuit configuration.

You can configure the DreamStar™ Auto or Auto Evolve device in Auto-CPAP mode by clicking on
the A-PAP button. The DreamStar™ Duo/Duo Evolve or DreamStar™ DuoST/DuoST Evolve
device can be configured in Bilevel mode by clicking on the corresponding button.
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b. Auto-CPAP mode
Auto-CPAP mode is available on DreamStar™ Auto/Auto Evolve only.
The L (Auto-CPAP) button in the upper right of the settings window allows you to

configure the device for operation in Auto-CPAP mode. If you click on it, a new window will
appear:

Made

Settings
CRAP ‘

Fressure Latency time
 0.50emHz0 (¥ 1,00 emHzO

B R

Min, pressure £.0emHzZ0 ﬂ J j 15 ;_

wf
Max. pressure 18.0cmHz0 4 Jj E
st \\\\\\\\ -
E: \ Time (min)
0 5 10 15 20 25 30 35 40 45
Comfort pressure 6.0 cmH20) ﬂj j
AUto-CPAP parameters Max latency Times r— A
Speed of pressure decrease Latency tine s 2 1 2
% fast ™ slow Humidifier
cammand on Flow Limitation Run r I™ Heating Function biocked
Max. press. For command on Apnoea 12 3 ¢4 5 6 7 &8 9 10
CoFF O ® O C OO e
100emHO 4 | o
Patient circuit
Comfort calibration CC+ € @zemm O @22mm +HH
I” Blocked W active

O @1Smm 7 @15mm + HH

Frogrammed settings ‘

Defaulk oK Cancel

The settings window is divided into several sections:

The Pressure section, where you can set the minimum and maximum pressure levels to be
applied at the end of the latency time in Auto-CPAP mode.

The following parameters can be set:
e Min Pressure can be set between 4 cmH,0 and 20 cmH,0 (i.e. maximum Pressure).
e Max Pressure can be set between 4 cmH,0 (i.e. minimum Pressure) and 20 cmH-0.

e You can adjust the pressure setting increment to 0.5 cmH,O or 1.0 cmH,0. The settings are
always made with the last settings increment selected.

The Latency time section contains the pressure/time curve and is used to set the following
parameters:

e Comfort Pressure can be set to a value between minimum and maximum Pressure.
e Max latency time can be set in 5 minute increments between 0 and 45 minutes.

e Latency time, which can be set in increments of 5 minutes between 0 and the maximum
latency time.

The parameters which can be set in the Auto-CPAP parameters section are the following:
e Speed of pressure decrease. You can select a Fast or Slow speed.

e Command on Flow Limitation Run. This function can be enabled by clicking on the box
opposite it.

e Max. pressure for command on apnoea.
The value of this parameter can be set to a value between Minimum Pressure and Maximum

Pressure using the cursor. If an Apnoea is detected, no pressure increase will occur if pressure
is at the maximum pressure for command on Apnoea.

In the left side of the window, you can enable or disable the Comfort Calibration CC+ function
present in DreamStar™ Info/Info Evolve and DreamStar™ Auto/Auto Evolve only.
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In the right of the window, you can block the heated function by checking the box next to
Heated function blocked or activate this function by unchecking the box. You can also set the
humidifier heat level to OFF or to between 1 and 10 on the DreamStar™ device fitted with a
water chamber (Evolve configuration). You can also choose the patient circuit configuration.

c. Bilevel mode

Bilevel mode is available on the DreamStar™ Duo or DreamStar™ DuoST (and their equivalents
in Evolve configuration) only.

Bilevel

The ‘ button in the upper right of the settings window allows you to configure the
device for operation in Bilevel mode. If you click on it, a new window will appear:

Settings Made

CRAR | |

Pressure Ramp

0.5 cmHzO & 1.0emH20

N
EPAP romize <] | -l E
o 18.0cwH20 4 1 5 e : :
Eoy oo o e Time (min)
5 10 15 20 25 30 35 40 45
Confortpressure 4.0cmizo 4| | |
Max ramp tine 45 min 4 | »
Ramp time 15 min ﬂ J j
Bilevel parameters Humidfier
¢ Backup Frequency wem 4 | ¥ Heating function blacked
12 3 4 5 6 7 8 9 10
IfE ratio 1/1.0(50%) j »
[ OO0 00000 oo
pressure rise timedrt) z K| >
Patient circult
Insp. Sens 5 a1
01 o gzznm @ pzzmmabH
Exp. Sens 5

" @1Smm  C @15mm + HH

Programmed settings ‘

Default O Caneel

The settings window is divided into several sections:

The Pressure section, where you can set the expiratory positive airway pressure (EPAP) and the
inspiratory positive airway pressure (IPAP). The following parameters can be set:

e EPAP: expiratory positive airway pressure, which can be set between 3 cmH,0 and IPAP or
20 cmH,0.

e IPAP: inspiratory positive airway pressure, which can be set between EPAP or 3 cmH,O and
25 cmH,0.

e You can adjust the pressure setting increment to 0.5 cmH,0 or 1.0 cmH,0. The settings are
always made with the last settings increment selected.

The Ramp section contains the pressure/time curve and is used to set the following parameters:

e Comfort Pressure, which can be set at a value from 3 cmH,0 to the expiratory positive airway
pressure (EPAP).

e Max ramp time can be set in 5 minute increments between 0 and 45 minutes.
e Ramp time can be set in 5 minute increments between 0 and maximum Ramp Time.

The parameters which can be accessed in the Bilevel Parameters section are the following:

e Backup Frequency. This parameter is available only on the DreamStar™ DuoST/DuoST Evolve,
and can be set from 0 BPM to 25 BPM.

e I/E Ratio. This parameter is available only on the DreamStar™ DuoST/DuoST Evolve, and can
be set from 1/4 to 1/0.5.

e Pressure rise time (rt): pressure rise time set by the physician. Time the device takes to rise
from the expiratory positive airway pressure (EPAP) to the inspiratory positive airway
pressure (IPAP).
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The pressure rise time can be limited as a function of the values selected for the backup
frequency, the inspiratory positive airway pressure (IPAP), the expiratory positive airway
pressure (EPAP), and the I/E ratio.

e Insp. Sensitivity can be set from 1 to 10.
e Exp. Sensitivity can be set from 1 to 10.

In the right of the window, you can block the heated function by checking the box next to
Heated function blocked or activate this function by unchecking the box. You can also set the
humidifier heat level to OFF or to between 1 and 10 on the DreamStar™ device fitted with a
water chamber (Evolve configuration). You can also choose the patient circuit configuration.

d. Programming automatic settings changes

The procedure for configuring the four programmed settings into device memory is the same for
all models although the settings are specific to each model. Click on the Programmed Settings
button in the Settings window. A dialogue box appears if you have made any changes and asks if
you want to save them in the machine. Click on OK to confirm or on Cancel to cancel.

The next window shows the current settings and allows you to programme 4 changes numbered 1
to 4.

Mode Bilevel [SI=S][SE=5] [Fr=10bpm]
Ramp=15min [max=45min] [Comfort pressure 5.0cmH20]
IPAP=20.0cmH20 - EPAP=5,0cmH20 [rt=3] [IjE= 1/2.0 (33%)]

Modification of settings Mo, 1

Modification of settings No. 2
Modification of settings MNo. 3

Modification of settings MNo. 4

Modfication | ¢

In the example, the DreamStar™ DuoST is operating in Bilevel mode, and the settings for
inspiratory and expiratory sensitivity, ramp time, maximum ramp time, comfort pressure,
inspiratory and expiratory positive airway pressure, and I/E ratio are shown.

If you click on the Modification button in the bottom left of the window, the dialogue box
changes as follows:

urrent setting
Mode Bilevel [SI=5][SE=5] [Fr=10bpm]
Ramp=15min [max=45min] | Comfort pressure 5.0cmH20]
IPAP=20.0cmH20 - EPAP=5,0cmH20 [rt=3] [I/E= 1/2.0 (33%)]

Modification of settings Mo. 1

Modification of settings No, 2

Modification of settings No. 3

Modification of settings No. 4

New setting ———
Cancel
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By clicking on the New setting button in the bottom left of the window, a new window appears
where you can select the day and time of the setting change.

January
2013

February
2013

harch
2013

S

13
20
27

10
17
24

10
17
24
31

14
2
28

hda

11
18
25

hda

11

18
25

PC DatefHour: 24/01/2013 10:26

Tu e Th Fr Sa Time
1.2 3 4 5
B o 0112 10 i[5z
15 16 17 18 14 hh mn
22 73 [2] 25 26
23 30 3 -
T we Th Fr S Indicates the date and

12 time the setting was
5 6 7 8 4 . .
12 13 14 15 16
19 20 21 22 23
26 27 23
Tu e Th Fr Sa

12
5 6 7 8 4
12 13 14 15 16 coced T—

\
19 20 21 22 23 S
crolls through the months
26 27 28 29 30
seany —

P Date/Hour | Cancel |

The PC Date/Hour allows the device time to be synchronised with that of the computer.

To programme the date you just need to click on the desired date which is then surrounded in
red, and enter the hours and minutes values in the hh and mn boxes.

Click on OK to confirm your choice or on Cancel to cancel it.

The Settings window for the device being used appears again. Change the settings to those you
want and click on OK to confirm the change or Cancel to cancel it.

The previous window is displayed, with the changed settings added.

Mode Bilevel [S1=S][SE=S5] [Fr=10bpm]

Ramp=10min [max=45min] [Comfort pressure 4.0cmH20]
IPAP=19.0cmH20 - EPAP=8.0cmH20 [rt=1] [I/E= 1/1.0 (50%)]

Current settings

New setti ng S Modification of settings Mo. 1 on 15{11/2012 08:02
Mode Bilevel [SI=5][SE=S5] [Fr=11bpm]
Ramp=15min [max=45min] [Comfort pressure 4.0cmH20]

Modification of settings No, 2

Modification of settings Mo, 3

Modification of settings No. 4

New setting
Delete set

IPAP=18.0cmH20 - EPAP=7.0cmH20 [rt=2] [1/E= 1/1.0 (50%)]

Cancel

Modification of settings No. 1

The date and time of programming are displayed on the right of Modification settings N°1 and
the selected settings configuration appears below it. You can then modify the programmed
settings again by clicking on the Modification settings N°1 button.

To programme settings N°2 to N°4, follow the same procedure as for setting N°1.

You can delete the last setting programmed by clicking the Delete set button.
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Click on OK to confirm programming of settings (or on Cancel to cancel). A window confirms that
the changes have been programmed.

The settings changes will take place one after the other at the programmed dates and times.

Notes:

e When a settings change occurs at the programmed date and time, a new settings change
can then be programmed. Therefore if you have programmed 4 settings changes, a new
change can be programmed once settings change N°1 has taken place.

e The programmed settings changes will occur whether the device is on or in standby. If a
settings change is programmed to take place when the machine is not switched on, the
settings change will become effective approximately one minute after the device is
switched on.
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Other functionalities

1. Configuring the serial port

Serial Port

The button allows you to check the configuration and access the
communication speed of the serial port used. The following window appears:

Serial link setup

Part Speed

~
| 2 I~

~ Port ER=ed Warning. You are about to change device settings.
| 2 I~ >

Do you want to continue ?
........... Speed OK
e 921600 ~
oK | Cancel |

A dialogue box alerts you when you have made changes, and asks whether you want to continue.
Click on OK to confirm your choice or on Cancel otherwise.

2. Downloading data by serial link

Downleading compliance

The button allows you to download compliance data saved in the device. A
window shows how the download is progressing:

Downloading compliance

Cancel

If data for a given patient reference has already been downloaded, a dialogue box will appear
asking whether you want to add the data to this patient. Click on OK to confirm your choice.

Otherwise, a dialogue box appears allowing you to create a new patient or select an existing
patient from the list:

* New Patient profile

lp Seloct an swisting pationt inlist : f}ﬁ?
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e If you choose to create a new patient, a New Patient profile window appears where you can
input the patient's data.

New Patient profile

First name (Middle Name)
Patient ID | PATOO00D015

Last name || {Maiden Mame) ),( X‘é
L &

If the patient's data has already been entered in the device, the "Last name" and "First name"
fields are already completed to help create the patient file.

The Patient ID field allows you to personalise the patient identifier which the software uses for
patient management. The system offers you a default value, but you can input a custom
value. Acceptable characters are: lowercase letters and symbols such as "-" and "_".

Click on OK to confirm or on Cancel to cancel.

CAUTION |

If you wish to use a list of predefined identifiers (Patient IDs) instead of the identifiers automatically
assigned by the software, you must rigorously and continually audit the list to ensure that no two
patients in a given patient system have the same identifier.

o If you choose an existing patient from the list, a message warns you that the serial nhumber
will be taken from the previous patient. Click on OK.

3. Viewing the current session

The compliance data are only available as from when the machine begins to store them, i.e.
after 5 minutes operating.

Current Session

Click on the button in the Connection screen.

The window that appears is specific to the device being used, and contains information about a
given on-off session:

The window summarises all the data relating to the current session. The session is identified by a number at the
top right of the dialogue box, which corresponds to the chronological number since the last configuration.

Compliance ON is displayed next to the session number and the data displayed relates to the
session currently being recorded. If no session is in progress, Compliance OFF is displayed at
the top of the window, which does not contain any curves or values.
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a) With DreamStar™ Info/Info Evolve or DreamStar™ Auto/Auto Evolve

A message informs you that the data recording has not yet started. Then, the window contains
information about a given on-off session:

Session9 - Compliance ON

Date :24/09/2011 Settings(0 setting change) : =
Time 21351 Mode : APAP+FL i
Duration : 07:55 Min. pressure : 6.0 cmH20 .
o Max. pressure : 18.0 cmH20
Compliance :
Usage time : 7h38min :;nax press‘i mrcomnzantd on Apnoea : 10.0 cmH20 80
Mask disconnected ; Omin WA EMCE R 4 50
Command on Flow Limitation Run: enabled 40}
e Jngamp . 4 omin Latencytime : 15min[MAX : 45min] (8.0 crmH20)
Apnoea time : 1434s (00h 23m 54s) Comm‘r’t pressure 8.0 cm‘HZD 20| 16_15
R dbnboaiime 305 0niEam oo Comfort calibration CC+  Blocked £
Pressures : <44 6 8 10 12 14 16 18 20=20
Average pressure : 7.3cmH20 Pressures(cmH20)

Average leaks: 23 imin (0.38 Ifs) Actone it ner i iy

Detected events : 40|
0BS Apnoeas 23

CNT Apnoeas 20 20
0BS Hyp 8 ug
CNT Hypopnoeas 20 £
Snorings 0 60
FLRuns 20

40
2002323 23 22 23 20 24

1 e
hour(s)

Average pressure per hour(cmH20)

L L
T W Yo W 0
i Lkglimin) LR A
- 120
- 100 |
= 80 |
60 1 A ST
% = = 40 hour(s)

The data given on the left is, from top to bottom:

Session — Compliance ON:

e Date and Time: data concerning session memorisation.

e Duration: operating time during which the device has delivered pressure over the whole
session.

Compliance:

e Usage time during which the patient has breathed in the mask.

e Mask disconnected: time spent with the mask disconnected.

e Time in ramp.

e Apnoea time

e Hypopnoea time

Pressures:

e Average pressure: average pressure measured in the mask during the session.

e Average leaks: average leak rate.

Detected events: number of respiratory events detected:

OBS Apnoeas: number of apnoeas detected and classed as obstructive over the period
analysed.

CNT apnoeas : number of apnoeas detected and classed as central over the analysis period.

OBS Hypopnoeas: number of hypopnoeas detected and classed as obstructive over the period
analysed.

CNT hypopnoeas: number of hypopnoeas detected and classed as central over the analysis
period.

Snorings: number of snores detected during the analysis period.
FL Runs: number of flow limitation runs detected during the analysis period.
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The upper central Settings section concerns the last settings used during the session and the

number of settings changes during the session is given in brackets. The settings data is as
follows:

e Mode: mode programmed during the last settings change. In Auto-CPAP mode only, the types
of tracked events shown are : A (Apnoeas), SNG (Snorings), H (Hypopnoeas), FL (Flow
limitation cycles)

e Pressure level in CPAP mode or Min. Pressure and Max. Pressure authorised in Auto-CPAP
mode

e Max. press. for command on Apnoea: Apnoea command maximum pressure (when in Auto-
CPAP mode).

e Pressure decrease: Fast or Slow (when in Auto-CPAP mode).
e Command on Flow Limitation Run: enabled or disabled (when in Auto-CPAP mode).

e Ramp time in CPAP mode (with maximum ramp time and comfort pressure indicated in
brackets) or Latency time in Auto-CPAP mode (with maximum latency time and comfort
pressure indicated in brackets).

e Comfort pressure whatever mode is set.
e Comfort Calibration CC+: enabled or blocked.

The four diagrams which are displayed in the window after 5 minutes device operating are:

e 9% Session Duration: histogram showing which percentage of the total session occurred at
each pressure level.

e Average leak per hour: average leak diagram per hour.
e Average pressure per hour: average pressure diagram per hour.

e In the lower left, the Raw signal at 1 min shows the Measured Pressure (Pr), the Measured
Leak (Lk), and Detected Events (in the same colours as shown in the Detected Events list).

b) With DreamStar™ Duo/Duo Evolve or DreamStar™ DuoST/DuoST Evolve

A message informs you that the data recording has not started yet and asks if you want to
decrease the waiting time before the compliance beginning. Click on Yes to decrease it. The
window contains information about a given on-off session:

Session7 - Compliance ON

Date  :21/0812011 Settings (0 sefiing change)

Time 2317 Mode - Bilevel ol atn

Duration : 08:27 EPAP 5.0 cmH20

: IPAP 20,0 cmH20 80,

Compliance : 3
; Backup frequency - 10 bpm

Vsege e ORI E ratio : 172.0 (33%)

Time with na respiratory eycle : Ormin it o

Duration of mask disconnection : Omin BEsupfeeumon
Average Respir. Rate : 19 piglly ty 20)
Expiratory Sensitiviy 5 p
VE ratio - 141.5 (42%) /i

Average leaks : 23 imin (0.38 lis) Comia pibseUR: S0 embz0 & 1211
r Ramp time - 15min(MAX : 45min] <358 1012141618 202234 26283030

Time in ramp : 15min
Frequency(bam)

Detected s :
S Average leak per hour (imin)
SR o Jog et spoptaneous cycles T
39 91 2850 120
100)
60, &
40 50)
20,

40)

2022 22 23 22 23 22 23 2224

IR T A S G U TR
hour(s) T

hour(s)

Average respir. rate per hour(oprm)

20]49 20 10,20 19 20 1g 2049
2 10
16

E TR T
% hour(s)

60

30

950

100 Lk{min)

50

e e o e S e A0

L | e e | R e e M B B

BAG T = g
wrwﬁ/f (0 ﬂrﬂ.f‘/ vw——w—m\,’“v,‘ \w—ﬂ(—w\f‘,," oy /—ﬁ-,,r,wf‘

Cancel

The data given on the left is, from top to bottom:

Session — Compliance ON:
e Date and Time: data concerning session memorisation.
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Duration: operating time during which the device has delivered pressure over the whole
session.

Compliance:

Usage time: Usage time during which the patient has breathed in the mask.

Time with no respiratory cycle: length of time the patient has had no respiratory cycles.
Duration of mask disconnection: time spent with the mask disconnected.

Average Respir. Rate for the entire session.

I/E ratio (available on the DreamStar™ DuoST/DuoST Evolve only):

Average leaks.

Time in ramp.

Detected events:

Apnoeas: number of apnoeas detected during the analysis period.
Hypopnoeas: number of hypopnoeas detected during the analysis period.

The upper central Settings section concerns the last settings used during the session and the
number of settings changes during the session is given in brackets. The settings data is as
follows:

Mode: CPAP mode or the last Bilevel mode that was programmed.

Prescribed pressure when operating in CPAP mode or EPAP (Expiratory Positive Airway
Pressure) and IPAP (Inspiratory Positive Airway Pressure) when operating in Bilevel mode.

Backup frequency when operating in Bilevel mode with DreamStar™ DuoST/DuoST Evolve.

I/E ratio when operating in Bilevel mode when operating in Bilevel mode with DreamStar™
DuoST/DuoST Evolve.

Pressure rise time rt when operating in Bilevel mode.
Inspiratory sensitivity

Expiratory Sensitivity

Comfort pressure whatever mode is set.

Ramp time (with the maximum ramp time shown in brackets).

The five diagrams which are displayed in the window after 5 minutes device operating are:

In the lower left, the Raw signal at 1 min shows the Measured Frequency (Frq), the
percentage of Spontaneous Cycles (C. Sp.), the Measured Leak (Lk) and the estimated
volume.

In the middle, Percent of Spontaneous Cycles per Hour.

In the right of the window, histograms showing the percentage of session duration spent at
each frequency level, as well as Average leak and Average respir. rate for each hour of the
session.

Click on the button to exit the current session.

DreamStar™ Analyze User Manual enGB - 71



4. Viewing the real time curves

This feature allows you with Dreamstar ™ Duo / Duo Evolve and Dreamstar DuoST / DuoST

Evolve to display in real time a summary view and then a larger view of curves for frequency,
pressure, flow and leaks.

—n
x3
40
Frequency
34 bpm
20
Pressure
3.6 cmH20 (+)
2.2 cmH20 ()
————— e~
0
150
Flow
56 Iimin (+)
100 -59 limin (-)
50 Leaks
12 limin
0
-50
-100
30 UM 4

4
The  button allows you to increase or decrease the speed of the condensed curves.

5. Data for all the sessions

Return to the main connection screen with the device by clicking on

You can then access all the recorded sessions by clicking on the Hlsessiome button. A

window appears with the all the data for the last on/off session (for a DreamStar™ DuoST device
in the example given).
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This window allows you to display data relating to each session by using the =% | and 22| keys
to scroll to the left and the right.

The session will be identified by its number shown in the title of the dialogue box and will show the compliance
data and curves described in the "Information concerning the current session” section on the previous pages.

The __*t_| button allows you to export sessions in text format. For further information, refer to the "Using
the Sessions only export to a text file feature" section on page 45.

Click on the button to exit the All Sessions view.

DreamStar™ Analyze User Manual en GB - 73



Standards Compliance

DreamStar™ Analyze software complies with the following standards:

e IEC 60601-1-4 :1999: Medical electrical equipment - Part 1-4 : General requirements for
safety - Collateral standard : Programmable electrical medical systems.

e IEC 60601-1-6 :2004 Medical electrical equipement - Part 1: General requirements for basic
safety and essential performance - Collateral Standard: Usability.

e Directive 93/42/EEC of the Council concerning medical devices.

Risks pertaining to this medical equipment were assessed in accordance with the ISO 14971:2007
standard, specifically with reference to global residual risk. (ISO 14971 :2007 : Medical devices -
Application of risk management to medical devices).

c € 0459 DreamStar™ Analyze complies with the requirements of European Directive
93/42/EC on medical devices.
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Glossary

Backup Frequency

If the DreamStar™ DuoST or DreamStar™ DuoST Evolve does not detect a
respiratory cycle from the patient or if the patient’s spontaneous respiration
rate drops from the prescribed backup frequency, the device will adjust the
pressure levels based on the I/E ratio and the backup frequency setting.

Comfort Calibration CC+

If it is enabled by the clinician or the home care provider, the Comfort
Calibration CC + feature, present on DreamStar™ Info, DreamStar™ Info
Evolve, DreamStar™ Auto and DreamStar™ Auto Evolve, is designed to
increase treatment pressure when the patient inhales and reduce it when the
patient exhales to make breathing more comfortable during treatment.

Comfort pressure

Level of pressure produced by the device when the ramp feature starts up, so
that the patient can go to sleep comfortably.

When the DreamStar™ Auto or DreamStar™ Auto Evolve device is in Auto-
CPAP mode, the pressure is adjusted to this comfort pressure or to the
minimum pressure (if comfort pressure < minimum pressure) when the
device detects that there has been no respiratory cycle for more than 2
minutes or when it detects a high pressure.

EPAP = Expiratory Positive Airway Pressure
Low-level pressure prescribed for expiration.

Expiratory Sensitivity
Detection sensitivity of the start of the expiratory phase of respiration on
DreamStar™ devices delivering two pressure levels.

Hour counter
Time during which the machine was in use.

I/E Ratio
Ratio of the inspiratory time and the expiratory time, used by the
DreamStar™ DuoST or DuoST Evolve when operating under the backup
frequency.

IFL
Inspiratory Flow Limitation

Inspiratory sensitivity
Detection sensitivity of the start of the inspiratory phase of respiration on
DreamStar™ devices delivering two pressure levels.

IPAP = Inspiratory Positive Airway Pressure
High-level pressure prescribed for inspiration.

Max. Pressure
Maximum pressure that the DreamStar™ Auto or Auto Evolve can deliver in
Auto-CPAP mode.

Max Pressure for command on Apnoea

Maximum pressure on the DreamStar™ Auto or Auto Evolve beyond which no
rise in pressure can be applied once an apnoea has been detected in Auto-
CPAP mode.
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Max Ramp Time

This allows the Home Care Provider to limit the maximum ramp time value
that can be set by the patient when the Ramp feature is used in CPAP or
Bilevel mode.

Min. Pressure
Minimum pressure that the DreamStar™ Auto or Auto Evolve can deliver in
Auto-CPAP mode.

Mode

CPAP or Auto-CPAP operating mode on DreamStar™ Auto / Auto Evolve or
Bilevel mode on DreamStar™ Duo / Duo Evolve and DreamStar™ DuoST /
DuoST Evolve .

Patient Reference
Reference assigned to the patient.

Prescribed Pressure
Level of pressure prescribed for the patient in CPAP mode.

Pressure Alter
Option for the patient to alter the level of pressure prescribed by + 1 cmH,0 in
CPAP mode only.

Pressure rise time (rt)

Pressure rise time set by the physician. Time the device takes to rise from the
expiratory positive airway pressure (EPAP) to the inspiratory positive airway
pressure (IPAP) on DreamStar™ devices delivering two pressure levels.

Ramp Time

For all devices operating in CPAP mode, when the Ramp Time feature is
selected, the ramp time is the time beyond the first 5 minutes of operation
that the device takes to reach the prescribed pressure from the comfort
pressure.

On the DreamStar™ Duo, Duo Evolve, or DreamStar™ DuoST, DuoST Evolve
when they are operating in Bilevel mode, this is the time beyond the first 5
minutes of operation that the device takes to reach the expiratory positive
airway pressure (EPAP) and the inspiratory positive airway pressure (IPAP)
from the comfort pressure.

Latency time

On the DreamStar™ Auto or DreamStar™ Auto Evolve in Auto-CPAP mode
only, this is the time of device operation (beyond the first 5 minutes) for
Auto-CPAP activation when the ramp feature is enabled.

Reminder

The DreamStar™ or Sandman device has a patient reminder function to help
the patient remember key events such as changing the filter or the mask,
checking the device or retrieving the compliance data on the memory card.

Session

Period during which the data is saved in the memory between device start-up
and shut down. A session is recorded if the device is switched on continuously
for more than 5 minutes.

Total Usage Time
Length of time during which the patient actually breathed with the mask.
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