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If this software presents a problem, please contact a service centre or the manufacturer.

The manufacturer has a policy of continuous product development and improvement, and the

manufacturer therefore reserves the right to modify and to update the information contained in this
Manual. Any suggestions and/or comments should be sent via email to: mir@spirometry.com . Thank
you.

The manufacturer accepts no responsibility for any loss or damage caused by the User of the device
due to the use of this Manual and/or due to an incorrect use of the product.

Note that d ue to printing limitations the screenshots shown in this manual may differ from the
display of the machine and/or from the keyboard graphics. Copying this manual in whole or in part is
strictly forbidden.
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1 INTRODUCTION TO WINSPIROPRO

winspiroPRO is a database for the management of spirometry and oximetry testing made with any
compatible spirometer.

All of the measurement functions are carried out by the spirometer(s) which can be connected to the
software.

winspiroPRO has several powerful features:

Internal software update

winspiroPRO enables the real-time updating of the internal software of your spirometer, to increase the
features and or the performance of the spirometer.

Post Bd and Bronchial provocation area

winspiroPRO enables the evaluation of the efficiency of a particular drug on the patient, a bronchodilator or a
bronchorestrictor, and the results are linked to a specific dose and protocol.

Home Care area

The health of a patient can be monitored remotely, with test data gathered via a network and/or the Internet.
Spirometry Area

The data stored by a compatible instrument, and can be downloaded to a PC using the options in the
dedicated area can develop specific tests to assess the state of health of the patient at rest and under stress.

Oximetry Area

As with the Spirometry Area you can store the data related to tests performed on the patient with the devices
in "stand alone" mode , or you can make test "on line" mode or perform in-depth studies on tests done on the
patient, for example, during the hours of sleep

The types of oximetry tests available range from simple monitoring of oxygen saturation and heart rate,
tests during sleep to assess desaturations or sleep apnea, and the specific walk test performed according to
international standards, which allows the evaluation of specific parameters (such as calculating the area
under the curve obtained from the decrease in the percentage of SpO2 during the walk phase from baseline:
AUC / Distance) which gives a complete and detailed examination of the patient's condition. The latest
updates also allow us to estimate the percentage of oxygen to be administered to the patient and to assess
the VMU parameter that provides information relating to the movement performed during a test.

winspiroPRO is also invaluable to create a specific database for each patient and to compare the tests made
by each patient, thus enabling the doctor to manage the patients within the database.

The software gives a graphic presentation of a series of parameters relating to human respiratory function.
winspiroPRO can also create a clinical history for each patient, allowing for test comparisons and helping the
doctor to make an efficient data management.

Before installing winspiroPRO, check the PC system requirements for compatibility:

The following system requirements must be met when installing winspiroPRO:
Local installation (from CD) requirements:

1 Operating System Windows 2000 or Windows XP, Windows Vista (32 bit/64 bit), windows Seven (32
bit/64 bit), windows 8 (32 bit/64 bit)

Recommended Pentium IV PC class 1 GHz or greater

RAM 512 MB of RAM (preferred 1024 MB)

Display resolution set to XGA at 1024 x 768 or greater

Free space on Hard Disk 500MB

Administrative priviledges on the operating system

USB Port

Serial Port or USB-RS232 converter for devices with RS232 connection

=4 =8 =8 -4 -9_-9_-9

We also recommend having an additional 100 MB of free disk space on your C: drive for use by Windows
during the installation. If your system does not meet these requirements, the program may not run correctly.

1.1Intended use

This software is destined specifically for use by medical or paramedical personnel, in any case under the
supervision of a doctor.

Qualified personnel are required to use, to interpret the results and to maintain this software program.

The software is intended to be used in the doctorés of
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1.2 Limitations of use and Contraindications

An analysis of the results of a spirometry test is not by itself sufficient to make a correct diagnosis of the
clinical condition of a subject. A detailed clinical history of the subject is also required, together with the
results of any other test(s) suggested or prescribed by a doctor. Test comments, a test interpretation and
suggested courses of treatment must be given by a doctor. Any symptoms which the patient may have must
be fully evaluated by the doctor before any spirometric tests are made. The user must evaluate the
psycho/physical conditions of the patient to carry out the test and assess the ability of the patient to
collaborate with the test.

The user is responsible for the test acceptability. Special attention must be paid in the case of elderly people,
children and handicapped people. The software must not be used in the case of situations which could
interfere with the correct operation and therefore compromise the test results.

1.3New improved features

winspiroPRO allows you to use and to manage your spirometry data. The presentation of the results is more
logical and activities within the database are faster and more intuitive.
winspiroPRO simplifies the following activities:

1 View patient and visit information

1 Make POST bronchial testing

1 Obtain accurate data from the pediatric incentive program

1 Download test data from the spirometer and link it to patient files.

1.4 Licence contract and registration

This software is protected by international copyright laws and by other laws and treaties governing
intellectual propriety. Copyright and other intellectual propriety laws protect the rights of the software owners
including the right to copy the software. Duplication of this software without the written permission of the
copyright owner i s an di nf and@agyenenbreaking thesd &ws iscsabjegt toi g h t
penalties and sanctions.

Reqgistration enables you to be informed on product updates/upgrades and also to obtain technical support.

Software registration is compulsory for both winspiroPRO NET and for winspiroPRO. Proceed as described

in the following chapter to make the registration.

WARNING A\

To have a full access to winspiroPRO the windows user must have a full control (read/write/modify
permission) on the winspiroPRO folder (C:  \MIR\WINSPIROPRO\)

1.4.1 winspiroPRO Registration

Open the winspiroPRO software; At start-up of winspiroPRO the following window appears warning the user
how many days are left to register the program.

Thank you for choosing winspiroPRO

Don't forget to register your copy of winspiroPRO. After
registration you can receive news about upgrades or request
technical assistance.

WinspiroPRO is designed for maximum spirometry and
oximetry performance, and is already in use worldwide. If you
wish to consider upgrading to a network version of
winspiroPRO, ask your official distributor for details or click on
the link below:

WWW_spirometry.com

Register now | Skip registration [for now)

O
[+
o,
O
2

Days left to register 52

PIN: 1284-1839 winspiroPRO 3.6.0
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WARNING A

Once the days to register have expired the software will

registers the software.

automatically remain blocked until the user

To register follow the procedure below:

sof tw
t he s

Upon openi
wi nspiroPRO

ng t he
nowo at

will appear with the link to www.spirometry.com/reg The
user must click on the link and insert the necessary
information to register. The window also displays the PIN

code.

| f the wuser has already
falready registeredo area
ANEW REGI STRATI ONO.

When all the mandatory fields have been filled in click
on fAConf ilowmer@area. n t he

At this point a message warning the user on the
outcome of the registration will appear; if the
registration was successful the user will receive an
emai l to the specified ad
must be inserted in the registration window; as can be
seen in the window on the right. If the registration was
not successful the user will be sent to the previous
window to complete inserting the required missing
information.

Now click on next. If the registration procedure was
successful the window on the right will appear.

Click on AEndo to
thereby entering the winspiroPRO software.

1.4.2 winspiroPRO NET registration

WARNING A

compl et

E§ winspiroPRC

Register winspiroPRO now at:

ar www.spirometry.com/reg

ar

PIN (Personal ldentification Number)
This code is necessary to complete the web
registration

PAN (Personal Activation Number)
This code will be sentto your email address once
the registration is completed

| 3

To continue, click Next.

> LCancel |

r e g insett the graper enmail dhavpasswasdpin theo m
, ot herwise proceed with

[h] winspiroPRO

Register winspiroPRO now at:
www.spirometry.comireg

PIN (Personal Identification Number)
This code is necessary to complete the web
registration

(

PAN (Personal Activation Number)
This code will be sentto your email address once
the registration is completed

#

22114455

To continue, click Next.

License Wizard

@

Thank You!

Your copy of winspiroPRO is successfully
registered.

winspiroPRO License Mumber

00000000000000000000

To continue, click Finish.

Registration must be carried out from every software

the administrator or a user. The registration system takes into account the license in use and will
issue and send the relative PAN codes to the originally furnished email address.

installed PC. Registration can be performed by
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http://www.spirometry.com/reg

Open winspiroPRO software.

User identification to access the net version of the software is
necessary. Just insert the User name and password in the
following window.

The initial password is: Awin:
If the user has already modified the password make sure to use
the new password.

Then click on OK.

p
~# | ogin user

User Hame

WINSFIRO J LS
Password

| © Esi

Upon opening the software a window will warn the user how many days are left to register.

Register winspiroPRO now!

Thank you for choosing winspiroPRO

technical assistance.

Don't forget to register your copy of winspiroPRO. After
registration you can receive news about upgrades or request

PRO

Register now Skip regiztration

[for now)

Days left to register 58

winspiro

winspiroPRO 3.0.100

WARNING A

registers the software.

Once the days to register have expired the software will automatically remain blocked until the user

To register follow the procedure below: B winspiroPRO
Click on ARegister nowo . :'f'"sp'm:Rc.):eTork
upon opening the software. A new window will Sttt ) | cense eglstration
. . . . [ABC123456_ To register your software getthe license
appear which requires to enter the winspiroPRO S nurmber fram your GO ofwinspiroPRO network
license number written on the software CD. Once )
the license number has been installed click on License Number
ANext o.
To continue, click Mext
Ment> LCancel |
B3 winspiraPRO =X
p X

The next window will dis
To register access the internet site

www.spirometry.com/reg

Register winspiroPRO now at:
www.spirometry.comireg

PIN (Personal Identification Number)
This code is necessary to camplete the web
registration

6073707070262367137302

PAN (P I Activation Numl
This code will be sent to your email address once
the registration is completed

| A

3

To continue, click Mext.

<Previous Mext> LCancel
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The user may access the website with the internet brouser in use or by using the link in the previous page.

| f the wuser has already registered on Awww. spirometry
falready registeredo area, ot herwise proceed with the
ANEW REGI STRATI ONo.

When all the mandatory fields have been filled in [ winspirePrO

c | I. c k. on AConf I. rmo In th Register winspiroPRO now at:

At this point a message warning the user on the www.spirometry.comireg

outcome of the registration will appear; if the
registration was successful the user will receive an
email to the specified address with - a A P AN
which must be inserted in the registration window;
as can be seen in the window on the right. If the

registration was not successful the user will be sent e ot o gy Bmal adres once
to the previous window to complete inserting the |9709079493431506050704 4
required missing information. :

PIN (Personal Identification Number)
This code iz necessary to complete the web
registration

6073707070262367137302

PAN (Personal Activation Numk

To cantinue, click Mext

<Previous Next» LCancel
License Wizard
Now click on next. If the registration procedure was Thank You!
successful the window on the rlght will appear. Your copy of winspiraPRO is successfully
Click on AENdO t o com registered.
procedure thereby entering the winspiroPRO /
software. . .
winspiroPRO License Number
k/ UVU555555
To continue, click Finish.
Erih |
1.5 First activation of [ First Activation
1 1 ~Regional Settings -

. i WInSpIrOPrO . Language Measurement 0
This window (shown on the right) appears only the [eusn =] @ omley b 4
first time winspiroPro is opened, and allows you to Giingh-palnd
Set: -Turbine in use
1 Operating language 3 « 7,

1 Units format @ 45
1 Type of turbine in use R’ ¢
1 PC portinuse Reusable Disposable
f Predicted values v
1 Main toolbar set up -
- "

Having selected the PC port, use the test box to e _ |
check that the device is correctly connected to the | #psometeriConnctad
PC. .
After completing the set up, click OK to enter the .
program. |Knudson j
All of the parameters set up in this window can be _
modified later as required. [loclbar:Erelerences

% Spirometry Standard Layout

" Home Care Layout e

Cancel
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Suggestions for new users

Here follows a list of the frequent tasks that a new user will carry out when using winspiroPRO. Click on a

link for more details:

1 Change password
1 Modify set up

1.6 Rules for a correct installation of winspiroPRO NET

Several settings must be made to ensure a correct operation of the program.

WARNING 2\

1) full control (the
(C:\MIR\WWINSPIROPRO\)

right to

The Windows user who will use winspiroPRO NET must have:
read/write/modify) in

the directory of winspiroPRO

2) full control (the right to read/write/modify) in the shared database folder.

Define the location of the database:

When the program is started for the first time the

following window is shown, to enable the user to

define the location of the working database. Select

an existing database or create a new one.Click

ASel ect an existing dat a
existing database or ACr

to make a new database.

Then click OK.

Choose the database location:

Depending on the selection made in the previous
screen, the next screen then allows you to select the
location for the working database, either an existing
one or a new one. Select the location and click OK.

Select network database

Ho network database specified for this workstation. e
Please select or create the database to be used by all winspiroPRO users

Select an existing database

You must choose this option in the case you slready have a

winzpitoPRO database installed on & specific location. The
database you select will be the shared network database.

# e,

f_" Create a new empty database
— “ou must choose this option in the case it's the first instalistion of
winspiroPRO. The database will be created in the location
specified and it will be shared with every winspiroPRO uset.

To cortinue, click Ok

-~

Browse For Folder

@ Desktop
+ |} My Documents
+ _é My Campuker

= S My Nebwork Places

Make Mews Folder ook

g [ Cancel

WARNING A

The authorisation for the supervisor are as follows:
User Name: WINSPIRO

Password: WINSPIRO

A description of how to use the authorisation follows.

winspiroPRO user manual
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Access to the program with user name and password:
Insert User name and password in this window:

~¥ Login user
Uzer Name
WINSPIRC L_] OK
Pazzword
| © e

At the first access the default supervisor settings are:
User Name: WINSPIRO
Password: WINSPIRO

Then the icons enable database management functions:

Security  Bacbup  Restors  Ewport  Feowware  Database

Security set up/modify users in winspiroPRO NET (see point 1.7)

Backup make a backup of the database

Restore restore database

Export a step by step procedure to export the database in Excel format (see point 11)
Firmware a step by step procedure to update the internal software of the devices (see point 16)
Database select and/or modify the the working database (see point 1.6)

Help to enter the on-line guide or the manual

When the required setup and or modifications have been made, exit the program and re enter with the
supervisor or new user username and password as required.

1.7 Managing users and passwords

WARNING A\

This function is reserved for the user Supervisor. Only the Supervisor can see the Protection menu,
from which he must choose Users and then password.

Creation of a new user:

=

5=
To insert a new user click sty from the main window as shown below:

[ winspiroPRO 5.0 - SUPERVISO

File Configuration Security Tools HL7 2

P B B B © & @

Security Backup Restore Export  Firmware Database Help

Thenfromt he menu shown on t [ )
to see the fields for the new user: I — » & ol .
(RE A = )
Close Adduser Modify Save Delete Undo Help
T User name
1 Password
1 Confirm
M Technician Doctor
1 Description
¥ User permission DOCTOR
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Having filled in all of
then to create other users repeat the same
sequence.

To modify the authorisation of any user select that
user and t hen click AU
bottom of the window.

Click AClosedo when finis

From the menu bar you can:

Insert new users,

Modify name and/or password of selected user
Save modifications

Eliminate a user profile

Cancel the modifications

Obtain explanation of a procedure

< <K<K

For each user (except the Supervisor) it is possible to
set up the authorisations as required to access and
to modify the data in the database, by clicking on
User Authorisations. Then by using the icons on the
right you can set up the level of access for each
single operation and if required copy an existing
configuration from another profile.

The option fARequest pass
winspiroPRO; winspiroPRO NET instead required
the user profile to be defined for each new user.

This function enables either free access OR requires
a password to start winspiroPRO; if the access is
free then each user will have full access to the
database as the Supervisor so if winspiroPRO is
used by more than one user we suggest putting
password protection at start up.

)

Undo

Y

Help

Close _Adduser Modify Save Delete

-User password
User name

I

Password

WINSFIRQ

Confirm

I

" Technician

Description

[

@+ Physician

[eg. Dr Laura Chang Phd)]

A 1D R 39w e

Save

Close  Adduser Modify Delete Undo Help

DOCTOR
GUEST
OPERATOR
WINSPIRO

¥ User permission DOCTOR

Function
BACKUP AND RESTORE DATABASE
CONFIGURATIDN

DATA TRANSF. FROM DEVICE TO PC
DRUGS

HOME CARE

POST DRUG TEST

SPIROMETRIC TESTS

SPIROMETRY REPORT

SHRIFCTS
*R- = Read only

Copy permissions from: 1Y
OFERATOR G Cors

Access® =

Rw
Rw
Rw
Rw
Rw
Rw
Rw

RW = Read and Write

| %] Mo pemission

Lﬂ Read only

il'] Read / Wiite

Iﬂ Deny all

|#] Grantan

LY i 5 \
o )
Close  Add user Mndlf‘y_ Save Delete Undo Help

-User password
User name

[DOCTOR

WINSFIRO

Password

Confirm

Jhesese e
" Technician

Description

[rxxwnx

|DOCTOR

(ea. Dr Laura Chang Phd)

¥ User permission DOCTOR
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1.8 Options meo .. -

| ( Preterences T Incentive T Advanced T Parameters

| n t h e ﬁ C on f | g ur at | on (\) m iGeneral T Caommunication T PledictadgoulceT Frintout
the user may modify the basic setup of the software. o .
legional Settings -
Language Q
I n the fAGener amaysdeotl der t [Eneusr &l
Measurement
i+ cm kg
ﬂ The |anguage {" inch, pound

1 The units of measurement
1 The type of turbine selection.

Turbine in use

@

Reusable Disposable

In the ACommunicationo fa

1 Select the RS232 port
1 Select the USB port and test the connection

7 (1] | Cancel ‘ Apply |

The APrintouto folder i s ofu

the printouts. It also allows to select the following: e e e e
General T Communication T Predicted source T iPrintout;
. Paper Format
§ The header lines i & aa o Leter
1 View the printout preview or print directly BTt hesde
1 Color od black and white printing Printout header 2
1 To print only the Best curve of the spirometry —
session or the three best curves i
1 To print the automatic interpretation or not e e s  Use colors.
1 1 ’_ Tint first Curves |— rint automatic interpretation
1 To print the sleep oximetry on two pages on on one 5 e Sl St ede il
page Only [~ Print Quality Report
f The path to upload the image file of the logo for the [— %
heading and if it already contains the header text . If O e e
the logo already contains the header text the header L
. . . Preview
lines will not be displayed.
7 oK ‘ Cancel | Apply |

The Preferences foldef the user allows to specify

General T LCommunication T Predicted zource T Printout
Preferences! T Incentive T Advanced T Parameters

1 The default ethnic group for new patients I 7

1 The default protocol for the POST broncodilal Er—
trials Default Physician User

1 The default protocol for the bronchial |

Default Technician User

provocation trials CHALLENGE |

1 Wether to display the toolbar icons in colour ¢ POST Bronchodilator default protocol e
Bronchodilation - Prot 73: Salbutamol (200 microg by ,‘{j
g reyscal e metered-dose inhaler MDI)
1 The background colour of the main window e
Challenge - Prot 01: Methacoline in mg/mL with nebulizer
In the incentive tab you can choose whethel G s

display the pediatric incentive during the FVC te Sot baskground colour .
You can select the age limit until which tl . | | 1
pediatric hcentive is shown. You can pick the ty '
of image or animation incentive be used, or sele:
a particular incentive upaded from the internet. :

Cancel
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From the fiAdvancedo tab s
1 Toolbar preferences (more icons are contained in
the Spirometry Standard Layout, less are
available in the Home Care Layout).

Telemedicine server connection parameters
Server proxy parameters (for LAN Administrator)
Enable module for receiving data via modem
directly from the patient.

Enable data reception via XML

=A =a =4

1.9 Predicted values

In the APredicted sourcebo
user may select either the ATS/ERS or the NHANES Il
standard.

If the user selects the NHANES III standard, by clicking

on either fAapplydo or dAOkbo
the modifications that will affect the database. Click on
fiYeso to select the NHANES
WARNING&

General T LCommunication T Predicted source: T Printout |

| Parameters

I

-Toolbar Preferences

Preferences Incentive iAdvanced

=" Spirometry Standard Lapout
" Hame Care Lapout

- Server Connection Parameters -

User Hame Password

 Proxy Server

[~ Use proxy (network administrator only)
IP Address Port

\ |

Proxy User HName Proxy User Password

~ Receiving via modem -

[~ Enable module for receiving via modem

~ Receiving via XML -
[~ Enable module for receiving via XML

0K

Cance

:

Apply

Please read carefully the following information before changing the
Standard for the calculation of the predicted values:

1. The Standard is not a "user level” option. It will be applied to ALL the users of
winspiroPRO

2. The change of the Standard means the automatic conversion of the ethnic group of
each patient according to the following conversion table:

MNHAMES IIT

Caucasian

African descent Affican-American

{The ethnic groups notinduded in this table will be converted as Not Defined
Ethnic Group)

AT JERS
Caucasian

By selecting the NHANES IIl standard all the data
stored within the database will be modified.

3. The change of the Standard means the automatic recaloulation of all the predicted
values

4, The double change of standard {from ERSWATS to NANHES III and then from NAMHES

III to ERSVATS) could mean the loss of the original information about the ethnic groups

and the authors of predicted values.

Do you really want to change the Standard ?

MO

By selecting the ATS/ERS standard the user may choose one Author of the predicted values or a pair of
Authors; one for Adults and the other for children. Lastly the user may opt for either the shaded area or the

dotted lines to represent the theoretical flow/volume curve.

1.10 Search information in the database

Opening winspiroPRO the following windows appears:

(] winspiroPRO.
Eile

Patients Jest Cabibraton HomeCare Sgcunty Jook ML

o ook
[

Pated [KECOEFCHIJRIMNOPORSTUVWRYZ Vst

B2
it

iwame Dol tith 5 :§ -&— JJ-EA :&{; x

Fuc

2
=

D h(W PO

POSTBH BroncCh | DetaRe | Search HCtest

winspiroPRO

winspiroPRO Search
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It is possible to insert a key word (example: FVC, 6MWT, MVV, HOMECARE, or POST and OXI) to research

informat.

on

about

previous

information the search results are shown as follows:

[ winspiroPRO - 5.0 [Spiro carch)
[A Eile Configuration Protocols Patients Iest Calibration Home Care Security Tools HLT 2

tests

or

patient s ;finds ust

SQ. Gotopatientby 10 / Name

Patient [ABCDEFGHIJKLMNOPGRSTUVWXyzZ Vst

Date cf bith L‘ @ &k A’ﬁ,d :\y“‘ w

YL

Sp02 | Resuts  Print

D~ %

POSTBA BroncCh | DataRe | Search HCtest

L3

Search Results
MARTINI DAVID

2710572010

MARTINI DAVID

26/05/2010

MARTINI DAVID

15/04/2004

MARTINI DAVID

14/04/2004

MARTINI DAVID

13/0472004

winspiroPRO =

| search |

Male - Age 35 - 180 cm - 76 kg - Caucasian
1 FVC-PRE

Male - Age 35 - 180 cm - 76 kg - Caucasian
15p02

Male - Age 28 - 180 cm - 76 kg - Caucasian
3 FVC-HC POST

Male - Age 28 - 180 cm - 76 kg - Caucasian
1 FVC-HC ; 1 FVC-HC POST

Male - Age 28 - 180 cm - 76 kg - Caucasian
1 FVC-HC ; 1 FVC-HC POST

Print

Advanced Search

( 30 Results found for MARTINI )

Check the data in the same manner as you would with a simple internet browser.
Alternatively to the Standard research an Advanced research is available. The advanced research allows to
set up filters for the entire patient archive. For example it is possible to select all patients belonging to a

certain group such as a group of VC tested patients within a specific time span. The display of the results is
the same for both modalities of research.

3] winspiraPRG - 5.0 - [Spirometry Sta

[R] File Configuration Protocols Patients Test Calibration Home Care Security Tools HLT 2

SQ Gotopatientby 10 / Name

Patient [ABCDEFGHIJKLMNOPGRSTUVWXyz Vst

FVC Ve

MW SpO2 | Resdts  Print

Dateofbith 5 @ 7:&:; Jj_{.d 5‘)“ & F/g é At& h g

POSTBd BroncCh | DataRc

P ot

Search  HC test

2

winspiroPRO

Find Patients having:

Patient code Surname

Standard Search

Name Gender
I [ ‘ I~ Male
[~ Female
Birth date From Birth date To Ethnic group Patient group
[ior191s =] [t71z72012 =] =] El
City Postal code Telephone number Mobile E-mail address
and/or having tests:
From To
‘20/12/2002 j ‘17/12/2012 j 2" vec O MW [T HOMECARE [ Sp02 [ SLEEP-Sp02 [ GMWT
winspiroPRO Search

CONFIGURATION (BASIC CONFIGURATION)

-

winspiroPRO can manage the database items contained in the Configuration menu. To access, click on the
Configuration menu bar; this opens the drop down menu:

winspiroPRO
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@ winspiroPRO - 5.0 - The elements in this database are then easy

E-_.‘! Eile Protocols  Patients  Test Calibration Home tO. Sel_eCt from other windows_ contained_ in
| : winspiroPRO. The correct setting of patient

% Dt S % @ characteristics enables the doctor promptly to
S Ethnic Groups T xvvz e analyse the received spirometry d_ata and to

- make an accurate diagnosis. More
specifically, defining both the related ethnical
Risk Types groups and corrections is of fundamental
importance, since it allows the linking of the
data to the physical characteristics of the
patient.

Ethnic Corrections

Smoke Types
Symptoms

Visit Reasons

Comments

Patient Groups

Each item has a bar with the icons for carrying out data operation, in detail the icons correspond to the
following operations:

A

Close J Edit
New H Save

Delete M) Undo

9) Help

If you try to open a data element entered by another user in another language, a label will appear indicating
the original language used for that expression:

HINER

Added from ITALIAND 0
a7

Any translated expressions will be saved in the new language.

The elements contained in the database are considered critical and any changes made to these elements
will be noted in the registry of critical operations, together with the user and the date and time of the change.
It is not possible to cancel an element which is already used in another winspiroPRO function; for example,
you cannot cancel iCcougho i f it is already in use

3 PROTOCOLS OF BRONCHIAL PROVOCATION

Bronchostimulation tests can be made with winspiroPRO using predefined (default) protocols. Click on the
APotocol sd0 menu on the menu bar.

The following items are contained:
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oriens

General T Communication T PrEdi:led§UulcsT PFrintout

Incentive T Advanced T Parameters

Default ethnic group
Icaucasian

Default Physician User

Default Technician User

POST Bronchodilator default protocol

Bronchodilation - Prot 73: Salbutamol (200 microg by
metered-dose inhaler MDI)

Bronchial CHALLENGE default protocol

Challenge - Prot 01: Methacoline in mg/mL with nebulizer
(0,13 mL/min} - Target PC20 (mg/mL)

~Set background colour

] |

7 Cancel
[/ Set a Defautt Protocol

POST BD and Bronc Ch protocols
Set protocols by selecting them from the protocol

list. To set a protocol use 2 corresponding to the
POST Bronchodilator, or the icon corresponding to
the Bronchial Challenge.

The same window is used
Optionso menu t day mosld @& dche
toolbar icons and set the background colour.

Use next window to choose one of the types of
protocols available and to set it as default by clicking

H. Check the characteristics of the selected
protocol from the section on the bottom of the
window.

R )

Close Set as Default Help

Choose a Protocol

chodilation — Frot 73:

Reversibility after Bronchodilator (POST Test) Target:

Salbutamnol (200 microg by metered-dose inhaler MDI)

L]

Accept. Criteria: | ATS (Best FEV1)

STEPI Drug | Type

I Ser.Conc. | Num Breath

{ ﬂmel m.u. | Duse!Cuncentratinn' i i dnse!

1 Salbutamol Bronchodilator  Metered-Dose Inhaler (MDI) o

o 0 mcg 200 i}

The selected protocols will be used during the bronchostimulation test made by the user.

Fl\e Configuration | Protocols | Patients Test Calibration Home Care  Securil

Q Go to patient by Select POST Bd and Bronc Ch Protocols Ctrl+G l

Patient [ABCDEFG

Step Protocol Management v
Add Mew or Edit

This contains the list of steps available. The steps
list can be modified and new steps inserted from the
toolbar. A step cannot be deleted from any protocol.
The default steps in winspiroPRO cannot be
modified whereas new steps can be inserted. The
bottom part of the window is displayed only when

[’ 1
new steps are to be inserted. Use £ to create,
modify or cancel a default drug parameter.

winspiroPRO user manual

Rev 3.3 pagel6 of 66



d]okHEF9 e

Close Mew | Edit Save Delete Undo Help

~ Drug list

Dirug category

Albuteral sulfate Bronchodilator I

Albuterol sulfate Bronchodilator Mebulizer 1/ mg

Diluent Diluent'Placebo - 0 nd
Fenateral Bronchodilator Metered-Daze Inhaler (MO1 200 meg
Fenoteral Bronchodilator Mebulizer 1/ mg

Histamine Bronchorestrictor Dozimeter 1 0,004 pal
Histamine Bronchorestrictor Dozimeter i 0,004 pal
Histamine Bronchorestrictor Dozimeter i 0,005 pmal
Histamine Broncharestrictar Dogimeter | 0,005 pmal
Histamine Bronchorestrictor Dozimeter i 0,009 pal

~ Edit / Add drug

Drug name . Drug categories
Inhalation device Serial conc. N. Breaths  Min. Inhalat.

I I / I 0 mg/mL I_U I_U.min

Dosage Measure unit Effect time [hh:mm:ss]

| [ [7 [0

Insert new or modify

To add a new step or to modify an existing step. In addition, some information within the default protocols
can be modified, e.g. the Objectives.

If a new Bronc Ch (.—J)protocol is added, specify the drug name before entering the steps; and before going
on to the next step, set the phase where the protocol will be used (bronchodilator/bronchorestrictor); e.g. to
define the protocol for the bronchorestrictor enter the parameters in the bottom part of the window.

HJ 1ok P9 e

Close MNew Edit Save Delete Undo Help

 list

Protocol

Eronchodilation Salbutamol [200 microg by metered-dose inhaler MDI)
Bronchodilation - Prot 74: Albuteral (1 mg by nebulizers)

Bronchadiation - Prot 75: Fenoterol [200 meg by MDI]

Bronchadiation - Prot 76: Fenoterol [1 mg by nebulizers]

Bronchadiation - Prat 77: Terbutaline sulfate [500 mg meg by turbohaler)
Bronchadilation - Prot 78: |pratropiurn bromide [40 meg by metered-dose inhaler)
Bronchadiation - Prat 79: Oxitropiurn bromide [200 [micralg by D1
Bronchadiation - Prot 80: S albutamal [1 mg by nebulizer)

Bronchadiation - Prot 81: Albuterol [200 meg by metered-doze inhaler]
Challenge - Prat 01: Methacoling in mgsml with nebulizer [0,13 mLAmin) - Target PC20 [ma/mL]

— Edit 7 Add protocol

Protocol

 Bronchodilator Go to steps ’)
i

Restrictor drug I ;I Measure unit I

& Provocation concentration [PC xx) FEY1 fall goal |2DX vi
" Provocation dose [PD xx

& Acceptabiity ATS (Highest FEV) & FEY1 fall from PRE trial
" Acceptabiity ERS (Lowest FEV) = FEW1 fall from zero dose (diluent/placebao)

In addition to the drug and the measurement unit, enter the administration method used to reach the set
FEV1 fall goal: cumulative (Provocation Concentration, PC xx) or single (Provocation Dose, PD xx). Select
final parameter used for acceptability: use highest (ATS) or lowest (ERS), FEV1 results obtained from the
three tests made for each drug administration.

Click AGo to stepso to sel ec totocollfioematr(sealist ofistepd availdbke)p s f or
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e
ll.__'{_/ Confirm steps

Protocol steps

Diug Dirug categony |nhalation device Serial conc, M. Breaths

in. Inhalat. Dosage

I easurement unit

Add to protocol .—}

Remove from protocol 'zi

Drug list

Drug categaory Inhalation device Serial conc. M. Breaths

Albuteral sulfate Bronchodilator

Albuteral sulfate Bronchadilator Mebulizer

Metered-0oze [nhaler [MDI
Fenoteral Bronchaodilator Mebulizer

|pratropium bromide Bronchodilator Metered-Doze [nhaler (MDI
Oxitropium bromide Bronchodilator Metered-Dose [nhaler (MDI
Salbutamal Bronchadilatar Metered-Doze Inhaler (MO
Salbutamal Bronchadilatar Metered-Doze Inhaler (MO
Salbutamol Bronchaodilator Mebulizer

Fenoteral Bronchaodilator

Terbutaline sulfate Bronchaodilator Turbohaler

o e Y e e e e e e

bk, Inhalat. Dozage

oo oo oo o0 oo

oo oo oo oD oo

M eazurament it
g

To
or

create a personalize d pr ot ocol , sel
fiRemove from protocol 0;

ect dr
after

window. The new protocol is now entered and available within the list.

4

PATIENTS

Click APatientso from th
patient card sel ect AAd:
Patient list check patient data and edit information or

enter new patient data using .

This window displays the compulsory fields (marked
with *), which must be filled in to correctly enter
patient data and then to

additional i nformationo
enter further patient information.

5_!1_' Patients

ug

from

the bottom par
completing the

ERETE X

Save Delete Undo Help

Close New | Edit

# Ethnic group

~ Patient list
Find surname
10 Last name First narme: -
46 A A
14 A &
paziente 1 ) )
3 A A
[ A Q
1 A359380-0 Test MIR
1 ABACO MICHELE
1 ABACO MICHELE j
- Edit / Add patient
* Obligatory fields
*p =
| \o+| Auto number
*Last name *First name
* Date of birth Birth place - ol
[1er1zie0r2 =1 | Gendor ||

ICaucasian

File path of the patient picture

=

Go to wisit @

Show additional information >

sel
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3 Y \ i)
|5 1o HEv e
| Close New Edit Save Delete Undo Help
Patient list | ~More information
Find surname Patient group
%
5 Lot rame Fistrans z R - | ]
Street address Postal code
46 & A
14 & A
paziente 1 & A City Province
3 A A I ‘
g & [
1 3399000 TestMIR Comntry F0-Hox
1 ABACO MICHELE | J
1 ABACO MICHELE _'_| Telephone number Fax number Mobile number
Edit / Add patient | ‘
5 P * Obligatory fields E-mail address Job company
D =2
| |5 Auto number Job sector Job qualification
*Last name *First name ]
| | Hotes
* Date of birth Birth place R i I -
[tenzeore =] | Gender 'ﬁ' w
Lung diseases
* Ethnic group
[caucasian - Go to visit @ I i
File path of the patient picture & Other diseases
Hide additional information  «

Use fAPatient gr oup Opatiemts. Fodezampla, patienta (wagkers) ofghe ABC company, or
primary school chil dren, or people residing near an ir
box are the same as those found in the fsBed framethet gr ou
Configuration menu.

The information contained in the Notes, Lung diseases and Other diseases fields is also displayed in the

patient visit card and is useful for making the diagnosis.

_'C'\
Click @ to access patient visits; click '-—J to specify the path of a picture of the patient.

ifibDate of birtho can be inserted e

by entering the date, using the format set up in the operating system: - g L2 r
* Date of birth
[04-11-1967 | 27 28 29 30 1 2 3

4 5 B 7 2 9 10
11 12 13 14 1% 18 17
18 19 20 21 22 23 24
25 20 27 028 29 30 31
1 2 3 4 5 3 7
— 3Today: 03-25-2003

To modify patient data use ' rastert - from the toolbar of the main window.
Select patient from the field on the window

Go o patient by 10 f Mame [rate of birth
|WHITE GEORGE 1-19-1970 |

IKBCDEFGHIJKLMNOPQRSTUY WXEYZ

to open the corresponding visit card.

From the patient visit card, you can manage patient data and general information.
If a patient is deleted then all of the data linked to this patient is also deleted from the database, including
any visits and tests.

5 VISITS

—

Select patient from the combo window. Click "% from the toolbar of the main window to access the clinical
file of that patient:
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Go o patient by 10 f Mame [rate of birth
|VHITE GEORGE 1-19-1970 |

IKBCDEFGHIJKLMNOPQRSTUY WXEYZ

| [A] Clinical fle of patient

B

»

Close Mew Save Delete | E—ma|| | HE||:I

Ei‘.j [l Patient [DAVID MARTINI 06/05/197% 0 .
o= ; : Age {:ﬁ”

Ethnic group  |Caucasian

[ Height Wieight Visit reason BAI '7

[ 180 em [76 kg [FEETE 195 23,46

" No smoker

{* Smoker jCigarette
" Ex-smoker

Updated on Svmpioms R-isks
Cough (= |Cigarette smoke
24/07/2003 \Wheezing ’;{/ :

Domestic allergens

_j Years | 10 PIY

aty / Day | 10 ;

Prescriptions

—Other general information -
Lung diseases Other dizseases

The same window will appear whenc | i cki ng on the item APatiento on

an error message will appear if no patient is selected.

From the patient clinical file, all patient details can be managed as required including the anthropometric
details, risk information, symptoms, smoking history, test comments and prescriptions. On the left side of the
visit card there is a list of visit cards which are present in the database for the current patient. The most
recent visit card for that patient is automatically selected, so the most up to date information is displayed; to
view an earlier visit card use the scroll bar on the right of the list.

Some fields, for example Symptoms and Risks, can be selected from a default list using b-j other fields
such as filrsesamré pfti ®e t ext .

General information such as Lung diseases, Other diseases and Notes come from the patient card and
therefore will be the same regardless of which visit is selected.

A visit card must be created before a test is made on a patient. It is not strictly necessary (though advisable)
to create a new visit card for every successive test session made by that patient. The successive test
session will be added to the existing visit card providing the date of the new test session is the same or later
than the original visit card.

The calculation of BMI, BSA and smoking Pack/Years is made automatically by the software and cannot be
modified by the user.

=

Use on the upper right to reduce the information viewed to a summary. Click again to return to the
standard view.

Use J to add a new visit card, and then access the following window to enter data related to the new test
session;

Ei‘ Insert new Visit Card

Visit card valid from ...

Enzizaz <)

i* Copy details from last one
™ Inzert new details

A new visit card can be created with a date between two existing visits, providing that the Height and Weight
are not modified. When a spirometry test has been made on a patient the Height and Weight of that patient
can no longer be modified.
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If a visit is deleted then all of the data connected to this visit is also deleted. A visit card cannot be deleted if
tests are presen t and connected to that visit card.

When a new visit card is created then date of visit, height and weight of
the patient must be entered. ) ’ r cleig) LS r
From "Visit card valid from é&" se
date directly using the format set up in the operating system. 27 28 2% 0 1 2 3
4 & & 7 8 9 11
Visit card valid from ... 11 12 13 14 15 1e 17
I/D?/gﬂugj 18 19 20 21 22 23 24
25 26 27 28 29 30 031
1 2 3 4 5 f 7
T 3Today: 03-25-2003

The visit details from the previous visit card can be copied to the new visit either by selecting the option or by

manually re-entering the data. Click ﬁ'to insert the arm span to calculate the height.
NOTE:

If the date of the new visit is after the last date in memory, then the previous data can be copied.

If the patient is less than 18 years of age and the last visit card was created more than 30 days
before, then the height is always requested in order to follow the growth of the patient and to
maintain the data as accurate as possible.

J
Us e -m&i E=d to send data to a patient as an email attachment from the default client
account set up on the PC.

NOTE:
This can be performed only if the rhd%lmﬁs.iTeatt&cb@fileWoir’ldow c

an email all data must be defined, as described within this section

i
. . . . I:dj . . . Y
Having defined a vi si ks 3sanshe manntgolban o giewithe everalll tdstsresults. A
screen will be displayed containing the summary of all tests made by the patient during that visit. For more

information refer to the AResultso section in the manu

Us e f I B pon the main toolbar to print the best FVC test of the session.

From APrint @ ® eXpatvand save the document in the required format; if using Outlook
Express, select MAPI as Destination to attach the file

6 CALIBRATION

WARNING A

Before performing a calibration with winspiroPRO make sure the device is set to the turbine actually
in use.
The calibration test can be performed with eitherf|] the

The"disposable" turbine is used with a single patient for a single spirometry session, and offers an
accuracy of measurement assured by the quality control carried out at the production stage. Each
turbine is supplied already calibrated and ready to use o ut of the box.

the disposable turbine is singularly packaged and placed in a container that protects it from
contamination, shock, etc.. Prolonged use of the disposable turbine is not recommended by the
manufacturer, however, calibration can be carried o ut prior to its use even if it would have no
practical utility as a diagnostic tool, since it would not maintain its own characteristics of accuracy

over a prolonged period of use.

The user can verify turbine accuracy by performing a calibration check wit h a calibration syringe,
bearing in mind that the results will be expressed under the conditions BTPS (Body Temperature
Pressure Saturated).

When performing a calibration test the syringe replaces the patient. As such it is important to
understand how th e BTPS value is calculated automaticallv by winspiroPRO software.
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EXHALATION: exhaled gas from the mouth is considered to be at a temperature between 33 -34 ° C.
This temperature corresponds to a n expiratory value of BTPS = 1.026.

INSPIRATION: the inspire d gas depends on the value of the ambient temperature. For example, if the
environment is at a temperature of 20 ° C the value of inspiratory BTPS = 1115.

This corresponds to a conversion, and as such to an increase of the inspired volume of more than
10%!

All this is not surprising and is perfectly normal. A volume of inspired gas at a temperature of 20 ° C

will reach the lungs, heat up and expand due to the body temperature being higher by 17 ° C above
environment (37°C -20°C=17°C).
With these s imple considerations, by performing a test with a 3 -liter syringe, if the turbine is

operating correctly the value of FVC (in this case represented by the volume of the syringe) will be:

EXHALATION: FVC (BTPS) = 3.00L x 1.026 = 3.08 L
INSPIRATION : FIVC (BTPS) = 3.00Lx1.115=3.34 L

The turbine is accurate if the FVC values does not differ from what is expected by more than £ 3.5%.

In the example above we have :

EPIRATION: FVC (BTPS) expected = 3.08 Limit of acceptability at + 3.5% 2.97 - 3.19 Liters
INSPIRATION: FIVC (BTPS) expected = 3.34 Limit of acceptability at + 3.5% 3.22.- 3.46 Liters
To enter the calibration routine select ACalibrationo

[ winspiroPRO 5.0 - [Spirometry Stz

M File Configuration Protocols  Patients  Test Home Care  Security  Toolks

—

sg Go to patient by I f Hame Date of I:liF: Perform Calibration Test I
. o L

| Print Calibration ... -

Patent [ABCDEFGHIJKLMNOPGRST UV M

The calibration function is divided into three areas:

Stop test Return to previous calibration
Start test J' Pri ni test J' View help
(1) Spirameter Catibsation Test
) Stan m) s -..d Pt -~ Provious Test __
DratuiTima AT 08 1000 Dedca PETLARK §
Rppr— L \--“..r. - :“"“ -«— Device information
Calibration syringe in use —  °- = s o \
"
1
i +—— Volume measurement area
Flow/Volume graph —» !°
, NEW CORRECTION 8 of Tanged Vioum)
I el ol napraton
BTP
o
“ Reusable o Peuton e (f il oot ot
Turbine in use ) Idark plastic} " Peston Preiouts Cost action. \«—— Correction area
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Thecal i bration history can
Testsodo at the top of this
device or devices calibrated so they can be reprinted if
required.

By selecting one of these tests, this window is shown with a
summary of the calibration(s) carried out, and these can be
reprinted OR proceed to make a new calibration by selecting

be

Load Previous Calibration Test

S C

Date Time: Device

Setial Mumber ‘ Wersion |

140772008 110511  Spirobank Il
1072008 161833 Minispic

72005 143016 Spirobank Il

000160
a0a01 7

1072008 150456  Spirobank G-USB 800156

ARRARNI

31
19
11
31

directly i Make Calibration
Calibrationo directly from t
screen.
Print cancel Qk
Spirometer Calibration Test -
\)Perfnrmacalihralinniast g Print f) Previous Test ...
Date/Time 14/07/2008 13.11 Device Spirobank It ®
Test Performed by \S:::LSUmber :11111 w"‘::;é‘
\;J\fugr}’(slatmn :"I:';::LRO VOLUME MONITOR Test Target 3L
i: EXPIRED YOLUME{L) INSPIRED VOLUMEIL)
7;: NEW CORRECTION % of Target Volume?
RER VRIS S PR L it o
P Reusable
(dark plastic)
WARNING A\
Some calibration syringes enable the user to vary the volume. Before making a calibration check
ensure that the fAstopd of the piston is set cor ct |
For instance for a 3L syri ngexactytoshed8markt hat the Aftopo
To start a calibration proceed as follows:
1 Connect the device to the PC through the USB port
2 Connect the turbine of the device to the calibration syringe (ensure that there are no air leaks between the
turbine and the syringe and that the turbine remains firmly in place inside the device)
3 Check that the device to be tested is correctly shown at the top right hand side of the screen (Device type,
serial number and version of firmware) as the calibration will then be carried out on the device shown.
WARNING A\
Only devices with a direct USB connection can be calibrated on line on the PC. Devices using the
RS232 or the RS232/USB converter cannot be calibrated on line.
4 Select the type of syringe in use, using the maximum volume possible, i n t he wi ndow @Sel
objectivebod
5Click fAStarto and the following window is shown:
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Stop test Retumn to previous calibration

Start test l Prini test l View help
(T Spirometer Catibantion Test ]
o ST Lt = e i ) wsrmation
DatmMirme 1407 2008 1. Deve prwoe R ) .
P— . Sovtal Humiber D000 {,:J +— Device information
Calibration syringe inuse — | P §H\ e H
WUV MICRN T O Test larpet n
e EMPIRED VOLUME L) INGPIRED VOLUME LY

F1] FI] W im
o i 148 18 166

«+—— Volume monitor

Flow/Volume graph —»| ® ° {i ]
. L'l — _
: 198 L]
iz VL LI DT OF FUANGE (MIN 7,55 MAX 45|
g "'....,:.' e LR AT O

EMPIRED FLOW | FLOW RANGE iLie) | INBPIRED FLOW

Turtans —— & --> 10 ﬁ
o Reusable l_— 3-—-a6 — ~
Turbine inuse —» hark plassy — 1 3 — +— Flow monitor
! —— 0 -=> 1 —

6 Start to make some syringe movements in and out at various flow rates from low flow to high to cover the
range of flows shown wit hi n operhtienisigkided by thengagress barsd0 wi ndow

Flow indicators
|

EXFIREDFLOW | FLOWRANGE (Us) [ INSPIRED FLOW
— 6 --> 10 —

— 3 --> 6  —
— 1-->3 —
— 0 -->1 —

|
Progress bars

7 when all of the progress bars become green then the test is finished and this message is shown:
winspiroPRO (50116) o

9P Calibration Complete, Confirm the test results?
\_4-() ‘es ko apply the new calibration values
(Expiration: 0,22% - Inspiration: 1,33%)
Mo to reset the device to the default values
{Expiration: 0%: - Inspiration 0%

Si | Mo |

click fyeso to |l oad the calculated correction factor
values

8 during the syringe movements the Flow/Volume curve is shown in real time at the left of the window.
During testing if the device reads a syringe volume outside of the range £15% then that syringe movement
is not taken into account and the results are substi:t
the operator is alerted with the following message:

* VOLUME OUT OF RANGE (MIN 2,55 MAX 3,45)

I'n the fAVol ubfee Thémaximimonundber ofanspiratory and expiratory syringe movements is
set to 20 inspiratory and 20 expiratory. If within this total number of syringe movements the green flow bars
do not all turn green then the calibration routine is stopped and this message is shown:

winspiroPRO  (50117)

The Maximurn number of calibration attempts have been exceeded. The device will be reset bo the default calibration values
(Expiration: 0% - Inspiration: 0%)
Clean the turbine and restart the test
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in this case check the turbine carefully as shown in the Users Manual, clean the turbine and then repeat

the calibration test.

WARNING 2\

but not finished, then 15 seconds after the last syringe movement the following message is
shown:

winspiroPRO  (50126)

Timeout: Expired
(30 sec of inactivity since the test skarted or 10 sec since the lask action)

The device has been reset to the default calibration values
(Expiration: 0% - Inspiration: 0%)

the test is stopped and the default values are loaded in the device

WARNING 2\

If the turbine selected is the disposable turbine then this message is shown:

winspiroPRO  (50121)

6 The Calibration test can be petformed only with the reusable Turbine, Check Configuration

so check the configuration and then fASelect turpine
WARNING A\

Whenever a calibration test is started the previous calibration correction values within the

spirometer are cancelled.

WARNING A\

I f the test is interrupted by clicking AStopbo t hen

.

winspiroPRO  (50118)

Calibration Test has been interrupted.
The device will use the default calibration values

(Expiration: 0% - Inspiration: 0%:)

so the factory default values are automatically restored.
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9 When a test is completed the report can be  [spirometer caibration Report
p r | n t e d f r O m t h e ﬁ p r The device calitvation comection has been resef fo the folowing defaulft values: Expiation 0%, Inspiation 0%
(Factary settings)
of the window. A print preview similar to
the one on the right is shown, set up the

print out using the icons on the left. .
Device = i
g g
% @ 100% il M [}:I 2::;0&?:::2:1 000180 = g
'IJ'.:I-:::Z Rel.s.z;i; g: E
WARNING A S
During the calibration test  all flows and st o 2 §
volumes are measured at ATP . H
.. . Expiration Correction 0% . 5
conditions (Ambient Temperature and T = - i

-M-6-5-4-2-2-10 L 2 2 4 & & 7
Wolwma (L)

Pressure). During a spirometry test all
of the parameters are instead
measured at BTPS conditions (Body Calibration Test Detais

Temperature and Pressure, Saturated). ot

Eg a syringe with a volume of 3 Litr es :

at (ATP) corresponds to an FVC of 3.08 tnssirston (L) : :
Litres (BTPS) * Volume Out Of Range (Excluded from Calibration)

IMPORTANT: Flow and wolumz values measured during calbraton are at ATP (Ambient Temperafure and
Pressure) i Al =gi v instead are converted to BTPS conditions (Body Temperature and
Fressure, Saturated). Eg a 3L syrings (ATP) measured during calibration will produce an FVC of 2.08 L (BTPS).

User WINSPIRO

Signature

7 TEST
7.1FVC -VC1 MVV test

winspiroPRO is able to perform (PRE) FVC - VC i MVV i

SptOZ Itest;. Before makin)g a tgst, intsert tEatien.t _(tjata ((ijf Gotopatientby 10 /Mame Diate of bitth
not already in memory) and enter the visit car ~15- =

corresponding to the test. If the patient is already on file IHHITE GEORGE 171571370 J
and a new updated visit card is not required, then it will be ABCDEFGHIJKLMNOPQRSTUV WXYZ
sufficient to select the subject from the list on the right.

Click on one of these icons on the main toolbar to launch |_ J A I W

a spirometry or an oximetry test. -—} —,-,—ﬁ s z

FvC vC MY S5p02

Having selected the test to be performed, a message will appear to confirm the visit to the test results (if the
previous visit was dated prior to the present test):

winspiroPRO  (80027)

. ?4/ Last wisit card from 5/9/2006 Confirm this visit card?

(L8

Click AYesdO to associate cGaetlecftiomg NN Oprntdwi ovusiVviss iwti.
new visit for that patient can be entered. Depending on the test selected, one of the following windows will
then open and the testing will be shown in real time:
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=T [ 3
[P -vee | [ &
Aucapt Stap Delets Accep StopDelats
14 3 -
12 i P
3 \’
10 =)
o I WLV.VA
PR W AVATAVAVAVAD AV AW =1
& B L T e T
g 1
-}E 4 5 -2
1= 2 3
| E o -4
| -5
| : -9 o 1 2 a 1 k] & T n 2 10 11 12
Time (&}
-1
= — l
o v %]
g =
Start
10 5
12 T T T T —r—— .
-7-6-5-4-3-2-10 1 % 3 4 5 8 7 3
Volume (L} =
| = 34 n
- = || & ¢ e
WARNING: splromeny test neads E
s of Hhir follow mithine type | &5
x A = -2
Multi-patient 3
s {dark plastic) g
T use anotleed Eind of i bin Clisinpe yam E] T T T T T T T
o 5 i 15 20 25 i} 15 a0 45 50 55 &0

Blow | Time (=)

[z potinms cOM1 | | |RE22 Pt v COMS

Each window will show a message indicating the type of turbine configured and used for calculating test
results.

To change the
folder and select the turbine.

type of turbine in use c¢click on AConfig

The following commands and the related functions are shown on the upper part of each window:

To start a test when the pediatric incentive is being used or when cancelling a previous test
Start (otherwise data reception from the connected device will initiate as soon as the window is
opened)
Accept To memorise thg related test data (a few sgconds afte_r the test is completed the data will pe
automatically memorised if you do not clid
Stop/Delete | To stop the test for any reason; the data collected up to that moment will not be memorised.
Results To disp_lay the complete test results in the test information window, after they have been
memorised.

A test is not acceptable if the Expired Volume is less than 100 mL and it will be automatically deleted.
If the test is acceptable then it is automatically saved and then from the test information window you can:

View parameters and curves

\I
— Aset as besto i

Modify the BEST test by selecting it from the graph and clicking on con

ol

Delete tests previously saved, by clicking on Z having selected them from the graph

=A =4 =4 =4

Discard tests to exclude them from calculation (but without eliminating them) by clicking on B’and
access other functions to view the test results.
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[ [/ winspiroPRO 5.0 - [5

Flle Configuration Protocols Patients Test Calibration Home Care Security Tools HL7 7

[ [=]x]

Go to patient by I [ Name Drate of birth
IMAR‘EINI DAVID 06/05/1975;' ‘
| Patent [RBECDEFGHIJKLMNOPARST UVWXYZ Vst

vC MV

ﬁ} I A @

Y

5p02 Results  Print

A A

POSTBd Bronc Ch DaIE Rc

f-) .a‘-

Search HC test

MARTINI DAYID - Male - Age 35 - 180 cm - 76 kg - Caucasian
o Baseline Spirometry

27/05/2010 13:09:24 All Curves
Only Best
3D

Parameters
FVC

FEV1

PEF
FEV1/FVC

Best Values
% Predicted

5.09 103
3.54 82
598 62
69.5 79

FVC PRE Session List
’V 27/05/2010

~| () poST

¥

V-t Curve / Test Info

Interpretation

‘Mm Obstruction

Repeatability

M Quality Report

@Con clusion | Medical report | ‘

Parameters |

|Pred. | PRE | %Pred.

FEVE
FvC
FEV1
FEVAIFVC
FEV3
FEV3IFVC
FEV1/FEVG
FEVANC
f"'\\fredmtsd PEF
; : ; . FEF2575
2 3 4 5 ELA
Volume (L) FET
Set as Best FEF25
FEF50
Best (ATS) FEF75
Evol
Delete FIVC
FIV1
Exclude F";"f“’t

cCCcezerar- -

mi
L
L
%

4,94
4,94
432
87,7
4,94
933
82,5
857
9,70
463

35
6,00
9,00
6,52
2,62

504

5,09
5,00
3,54
69,5
491
96,5
69,5

0,0

103
103
82
79
99

84

0
62
57

I Wl Best NI LW Worst | Liscarded |

For FVC tests, press ¥ to show or to hide
the Volume/Time curve. The origin can be set

% V-t Curve |/ Test Info

on the top or bottom. :
The bottom part of the window of the current i g i
test session will give the measured - = &
parameters, to be compared to the default 4 L
predicted values. E 3 /
To make further tests click again on one of S 2 /
the following icons: & /
.&‘ J I @ Dl’_'l 1 2 3 4 & 8 g 10
o By S —_ﬁd —'I\;‘\} Time (=)
FVC VC MY S5p02
If the test is set as BEST, from the toolbar click
7.2 Oximetry test
Click %02 to access the window for monitoring the oximetry test.
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DximetryTest | 28 |
\:) Start ® Accept @ Stop/Delete
[ Space] [Enter] [Esc]
100
Sp02 %
a0
=]
280
70
60
200
180
~  BPM
160
140
=
o120
@
100
80 . NG o g
60
40
= & e A
Signal ~ Cable Alarms Beep Total Time 00-06-44
Use

This window will show on the left the graphic trend of both the SpO2 parameters and the heart beat. On the
right, the instant measured parameters of SpO2 and BPM are shown. At the bottom of the window the icons
show that the device is receiving the signal and that the cable is correctly attached; the other 2 icons are
used to set up the warning signals corresponding
during the test.

The upper part of the window contains the commands to: start test, accept results, stop current test and
delete results.

8 RESULTS

8.1 Spirometry
o2
Having selected a patient from the combo box, click Fess  on the toolbar of the main window to view the
spirometry results of that patient.

Go to patient by 10/ Mame Date of birth
WHITE GEQORGE 1-19-1970 j

[ABCDEFGHIJEKELMNOPOQRSTUY WXYZ

The test information window gives a complete overview of the patient, including the anagraphic and
anthropometric details, the parameters, the medical report, prescription and at the same time a preview of
the tests carried out.
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m,__ﬁns_;:imp - 5.0 - [Spi
File Configuration Protocols Patients Test Calibration Home Care Security Tools HLT 7

Gotopatientby 10/ Name Date of birth | . | | | | = e e
[MarTINT DAVID 06/05/1975 ~] @ ._&_‘-’._ Llﬁd Ly 3 | @ % é @L h @:g, j") f 1“:
Search

Patent [ABCDEFGHIJELMNOPOQRSTUVW XYZ Visit | FVC vC My 5p02 | Results Print | POSTBd BroncCh | DataRc HC test
MARTIMI DAYID - Male - Age 28 - 180 cm - 76 kg - Caucasian
Visit Card Valid From 24/07/2003 Risks Cigarette smokt.e, Domestic allergens EMTTEHG
Symptoms Cough, Wheezing Pz
241072003 3 FVC-PRE ; Bronc Ch ; 1VC ; 1 MVV ; 1 Sp02 - smoker Cigaretts SmokeYears 10  QtyDay 10 PY 5
~ Spirometry PRE-POST info.. BASELINE SPIROMETRY |- Spirometry and Oximetry graphs
Parameters| Pred.| PRE | %Pred.| Best#1|Best#2|Best#3 ﬂ Diormal STometry M 010 FVCPRE Goto Ve
FEV6 510 0,00 o BT o000 000 il w,'ﬂ ﬂ
FVC 510 5,68 1m 568 547 & VAV
FEV1 452 512 130G 512 485 &
FEV1/FVC £9,0 90,1 101 m 90,1 88,7 CONCLUSIONS 3: B 5 10 15 20 25 0 35 0 45 s 55 60
FEV3 510 0,00 0 0,00 0,00 {after bronchodilatation) E
FEV3IFVC 937 00 o lEN] oo o0 -2 Go to MVV
FEV1IFEVE 83,2 0,0 0 0,0 0,0 B A NN /\ AN
~64 T T S -
vC 520 6,11 18 6,11 i
FEVINC 87,2 838 96 IR 838 794 — e
PEF 9,95 12,90 130 REXN] 1191 11,73 T e e S
FEF2575 489 733 150 DRl 638 588
ELA 28 23] 100/ T 33 33l = 2

Conclusion | Medical Report { Spirometry } 54 PC20= 0,17

~ Oximetry — 24107103 13:41:25 -Duration—00:17:44 |
Walk Test (6MWT}

Sp02 Mean 9,7 BPM Mean 1174 Alndex 45

Sp02 Min 85 BPM Min 78 ODl-Desaturation Index (1/h)

Sp02 Max 97 BPM Max 133 Distance {m} 285

T90 (= 90%) 21,8% T40 (= 40 BPM) 0% Baseline Dyspnea (Borg scale) 1 100
T89 (< 89%) 10,3% T120 (= 120 BPM) 58,6% End Of Test Dyspnea (Borg scale}) 4 5o
Conclusion / Medical Report (Oximetry) &0

Al @ E; Goto SpO2 |30

From the #ALI st of sessionso th Visil Card Valid From_ 20.050005

made by the current patient can be viewed. 2 B3
To see the details of any test, simply click on the link shown. For example, from "Go to FVC PRE" to see the
detailed FVC tests shown in the preview window.

Double click on the graph to view the
following window, a complete FVC trials | X 5 e

. . Bit  Bpott  Print  Help
history of the selected Patient. = e e T T I TS
Th I FVC . ”L'g::[;fﬁ'; TIME 60352 100335 100323  {70301] 050248 185324
e, PHASE PRE HC_POST | HC_POST | HC_POST | HC_POST | HC_PRE | HC_POST
e user can select two or more test - 3| e PuST [RE PoST [RE FoSI [RC PoST [THC E [ RC FoST |
H H Ve E 509 5.01 432 056 458 433 454
(from different sessions) and compare the o o Em—T
2 VIRVE (% 695, 8.0 830 1000 895 N5 87.2
measured values (delta for each parameter) | — 1| M1
. . o VeV | % 835 0 i 0 i 0 0
on the bottom grid. Use Exit to return to the |=. i
E B s 598 10,37, 10,80 1.28 10,24 10,35 898
=40 F2575 52 282 5.29. 567 0.00 431 486 4.84
resu'ts Screen- = 2 La Y:avs [:x} 40 36 168 46 48 &1
- T s 389 24 182 0.86 150 146 204
- F25 Lis 518 5.01 432 0.56 458 433 454
F50 s 2491 501 432 056 458 433 454
-6 EF785. Lis 122 22 353 0,00 27 23 27
Vol ml 100 501 432 56 458, 433 454
38 ‘Show Only Compared Curves + VT E 5k2. 000 000 0,00 0,00 oo 0,00
-104 w1 E 348 0,00, 0,00 0.00 0,00 000 0,00
WM | % 613 501 437 56 458 433 454 ¥
A Vgl\n:e AE) o i L

EVE E
T E

Vi [

VIRE [%

v L

VHRVE [%

VTJFEVE [

VIAC  |%
PEF Lis =l

The icons @, & and M, shown in the previous image allow respectively to: copy in the notes, print the
curves displayed and save the image (in several formats) or to enclose it directly to an e-mail message.

8.1.1 PRINTING DIAGNOSTIC TREND

‘fud Trend

Onthelcon -+ in the top right corner of image 60, you can access the screen display and printout
of the diagnostic trends.
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Warning_j

The trend is visible only if at least two sessions for each patient are saved, otherwise the following
message will appear:

winspiroPRO (50034}

:] Mo Session for the current Patient

The diagnostic trend graph automatically displays parameter FEV1, the trend of the (BEST) PRE test (green
line) and POST (if any) and the corresponding theoretical value (red line)

From To

/12/2012_:1 ]29/12,2012:_1 e_w Observation Period

PRE -l
POST L]

Pred -

Parameter

ijc L -

W v
o o of / & o;‘m\ @"‘)\
L4 ¥ &

Date %Pred  |FEV1 %Pred  |FEVU/FVC |%Pred  |FEF2575 |%Pred  |PEF %Pred  |FEF50  |%Pred
2211212012 68 90 63 81,70 2,70 53 50

2511212012 ] 8 67,20 1,65

271212012 3 ! I 42,90 1,35

2911212012 128 : 65,20 2,85

2111212012 0 83,60 2,88

You may select the parameter by using the selection list to the left of the graph: Parameter
|FEFs0 (LIs) )

The scale of values in the left axis will vary as a function of the selected parameter
The graph allows the simultaneous display of the test trends compared to another

additional parameter by means of the selection from the list to the right of the graph IEEEJ:_IEJ
Parameter PEF (Lis)
FVC (L) _1] FEF2575 (Lis)

FEVIFVC (%)
The scale of the right axis values will vary as a function of the selected parameter in the right side.
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From

To

PRE
POST
Pred

Parameter
FVC (L)

[21-12-2012 7] [23/12-2012 7] 6

-

Observation Period Days 9 Date e oeen

Parameter

FEF5O0(L's)  +

Date FvC %Pred “%Pred PEE %Pred FEF50 %Pred

2211212012
2511212012
271212012
2911212012
211212012

“hPred FEV1 FEV1/FVC FEF2575 |[%Pred
68 63 81,70 2,70

1,95

1,18

3,26

2,94

2,75
2,10

78
93
128
70

60
46
95
67

67,20
42,90
65,20
83,60

1,65
1,35
2,85
2,88

S5&53BE

3,05

In Summary:

The green line shows the trend of the BEST PRE trials of the selected parameter on the left side of the
graph.

The blue dot on the graph shows the values of the BEST post trials (if detected)
The red line shows the trend of the theoretical values for the selected parameter on

the left side of the graph. PRE -
) ) POST @
The orange line shows the trend of the BEST PRE trials related to the selected
parameter on the right side of the graph. Pred =
The yellow square shows the BEST POST tests related to the parameter on the right
side of the graph (if detected) PRE
POST O

It is possible reduce or extend the period of observation by changing the start and end date fields at the top

left of the window.
To
|29-12/2012 ~| 6

The table below the graph shows in chronological order the Best PRE test values and the deviation from the
theoretical value of the following parameters: FVC, FEV1, FEV1%, FEF2575, PEF, FEF50.

From
|21-12/2012 ~|

Date |FvC |%Pred  |FEVA |%Pred  |FEVA/FVC |%Pred  |FEF2575 |%Pred  |PEF |%Pred  |FEF50  |%Pred |
2211212012 3,55 68 63 81,70 93 2,70 53 6,50 2 3,00 a4
2511212012 4,09 78 2,75 60 67,20 7 1,65 33 6,58 63 1,95 29
2711212012 4,39 93 2,10 6 42,90 19 1,35 27 2,78 27 1,18 17
2911212012 6,69 128 4,36 95 65,20 74 2,85 56 8,58 82 3,26 43
2111212012 3,65 70 3,05 67 83,60 95 2,88 57 7,59 73 2,94 a3

Upon closing the diagnostic trend screen the combination of the parameters selected among the general
preferences of the user will be stored. Upon opening the diagnostic trend screen the last combination of
parameters selected by the user in the previous display will be applied.

By clicking on the print symbol on the top right hand side of the window, you can preview and print
the report of the diagnostic Trend containing:

- the data of the selected patient;

- the current graph of the diagnostic trend;

winspiroPRO user manual Rev 3.3 page32 of 66



- the summary table in chronological order of the values of Best PRE of the following parameters: FVC,
FEV1, FEV1%, FEF2575, PEF, FEF50;

|Trer!d I
s Patient code Provaz Age 38 ]
a-hospltal Surname John Gender Male
Dipartimento Pneumologico Mame Fard Height, in 88
Dr. Antanio De Angelis Date of birth 2210211970 Weight, Ib 185
Ethnic group  Caucasian EMI 28,07
Smoke P
| Patient group |
|Ob5enratjon Period From 19/09/2005 To 13/06/2008 - Days 999 |
FEV1IFVC (%) FEF50 (Lis)
Pred FRE POST FRE POST
- == & O O

80 &

40 a - ol . h om |y

20 2

o- T T T T T ? T n |

£ 2 s
& & F & ¢ Y S R
Q\' B\ 'Q:\ (\M E\\ Qm N Q\' hh' 'i‘l'.\ '.\M

[Date FUC  “Pred FEV1  %Pred FEVIIFVC  %Pred FEF2575  %Pred PEF  %Pred  FEF50  %Pred|
L % L % % Ls % s % Ls W
10000/2005 £E0 448 114 g5 2.81 g4 2,05 107 427 2
23022006 252 252 5 124 8,83 182 2,93 108 7.85 50
11/05/2006 8.04 4,57 17 o4 372 83| 10.61 118 4,13 21
1052005 5,83 4.43 113 93 342 77| w20 111 3,82 Firi
241062008 8,08 484 g 54 3.8 85| 10,0 108 4.21 23
10412007 567 4,40 114 96 2.8 ga| 1014 110 419 22
02/07/2007 57 446 115 o7 a3 gzl 100 108 422 23
JEN0LIZ007 5,62 483 7 100 4,30 pe| 1033 13 4,57 o0
03/ 102007 5,86 4.53 17 a4 3,54 86 2.71 106 4.26 24
11102007 5,08 445 5 9z 3,53 70| 1013 10 4.m 79
1301042007 501 4,51 g 95 aEs g6 | 1000 110 4.15 22
171002007 555 4.46 115 o5 274 2N 110 4.15 a2
241102007 578 445 5 o8 3,88 Be | 1033 13 4,77 24
241052008 5,65 4.45 a 98 4,08 82 8.81 107 4.26 a5
1306/2008 567 4.20 114 o8 3,85 g7 | 10.00 108 4,19 22
Jmm'
Fagina 14i1 printed by winspiroPRO 5.0.0 - 24/12/2012 00:58:05 - Mod TR /ANK*

8.2 Oximetry

While viewing the oximetry test data, click on [%©%% as shown in the graph preview to access an overall
view.
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File Configuration Protocols Patients Test Calibration HomeCare Security Tools HL7 7

Date of birth
06/05/1375 ~|

Go to patient by 10 { Name
J}-LF».RTINI DAVID

Visit FVC vC

RH WO B AN R DG

)

Patent [ABCDEFGHIJKLM HOPORST UV WXYZ MY 5p02 Results  Print POSTBd BroncCh | DataRc | Search HCtest
MARTINI DAVID - Male - Age 28 - 180 cm - 76 kg - Caucasian
5p02 List — -
1 T I Date Time] Duration ‘ = WalkT(.e!;t{ffMWTJ ﬁ. @Conc\uswonilﬂedical report /‘/J'Advanced Options
Recording Time 00:17:44 .
W 2310312004 06:46:119 00:09:04 Analysis Time 00:05:48 :zJ Delete @Informalion
Test Condition
i | 7 [~ Show values on graph
- | - [~ Automatic Switch to specific analysis
1 5710 "
2l A Aedd " | Hrr E _»+| DatelTime 24/07/2003 13:50:17 %Sp02 89 BPM 123
.\,.AJ'/—‘_ -
\ \..4\_\ 130
, =
£ i, PR -
o @
60 T T — po
13:44:09 13:49:09 13:54:09 13:59:09
x| [ Baseline [_] walk [_] Recovery
,) ShowiHide VMU -Position
. ;
S5p02 Analysis @ Shov, Analysis (Walk Test (BRWT Pulse Rate Analysis
Baseline Sp02 ~ Baseline Pulse Rate o
Mean Sp02 T 100
Min Sp02 a5 Mean Pulse Rate 1174
Max SpO2 a7 30 20 Min Pulse Rate 78
Alndex [12 5] g e Z 6o Max Pulse Rate 133
Sp02 <89% Events 0 = T .
TO0 [<90%] 21,8% 00:01:16 = £ 40 Bradycardia Events 0
T80 [<89%] 10,3% 00:00:36| ~ = Bradycardia Duration 00:00:00
T88 < 88%] s‘gz 00:00:24 20 |] |] 20 Tachycardia Events 0
Ti,t,_.,_\\,:;:::tana,ys,‘; 00:00:00 | ' ] . & e g % . Tachycardia Duration 00:00:00
steps 534 e 3 8 & B B F T40[<40BPM] D% 00:00:00
; S W D w2
vmu 82 || SR B T120 [> 120 BPM] 58,6% 00:03:24

=
Sp02 (%)

The upper left part of the window shows the list of oximetry
tests made by the selected patient. On the left there is an
icon corresponding to the type of test made ( # walk test, ¥
SpO2/BPM monitoring, | sleep test) plus the date, time
and duration of each test.

On the upper right part of the window the linked test

comments (& oximenycomment ) - can  be entered. From the
additional window enter any elements useful for a correct

test interpretation. Use the Zee icon to delete the

selected test; the box: A Shie «
values contained on the graph on the bottom of the window.

iAut omatic switch to specif
specific analysis (this is valid only when going from a
specific analysis to another, for example sleep oximetry or

walk test).

The L/AMmeedonins | joon accesses the window on the right to
carry out various functions on the selected test data. In
detail:

1 Apply specific analysis : this function allows to edit or to
apply a particular analysis to the selected test phases;
this is useful in case an incorrect analysis has been
applied to a test or when analysing the characteristics,
type, time and duration of the test, it can be analysed in-
depth through the typical parameters of a test.

NOTE: it is not feasible for example to apply a specific

analysis on a walk test to sleep oximetry data and vice

versa, while on the other hand, this option could be useful
to modify a simple monitoring of a sleep oximetry test.

5p02 List

Type | Date Time | Duration | [2]
“1) 3000312004 22:33:38 06:56:56
“1, 2710312004 23:27:34 06:58:00 (4
@ 230032004 06:46:19 00:09:04 |-

[ i | 8
@Conclusionuﬂedical report -,\{/MWHCE‘G Options

=l z
_fd Delete @ Information

[~ Show values on graph
[ Autematic Switch to specific analysis

Advanced Options
Apply Specific Analysis
Include/Exclude from the Analysis [
Edit Phases of the Test T 1T1]

Advanced Options

Apply Specific Analysis

|Walk Test (SMWT)

E

OK J Cancel J
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1 Include/Exclude from the analysis:  This function allows to exclude portions of test from the analysis and
from the parameters calculation (i.e. in case of
mouse over the area to exclude.

1@ 5M & & (o T [T "] Date / Time 24/07/2003 13:53:45 %Sp02 94 BPM 123
100 — 180
- _/U\_,—/\.f’_‘vv—\_\[_,__‘ it Y -
= X Tarad o
- P
~ 85 S i P 120
2 / N =
Z a0 ARG e |
f &
LR © o i ot et P o PP s 0 80
70 60
65 40
B0 T T 20
13:44:09 13:49:09 13:54:09 13:59:09
& Remove Selected Artefact (to include in the analysis)

1 Editing test phases: A test phase is a part of test performed under specific condition (the patient is
sleeping/awake, is walking, under oxygen delivery systems....). Just click and drag the mouse to select an
area of the test and choose the phase to mark the selected area from the popup menu.

_+| Date / Time 24/07/2003 13:50:17 %Sp02 83 BPM 123

180
160

e

Information

On the right part of the window the \1) icon opens a glossary containing information on all
parameters calculated by winspiroPro.

The options contained in the bottom part of the window can be modified according to previous settings; the
graphs on the bottom centre show or display the graphs related to the test or to the applied specific analysis.

d Show Analysis (Walk Test (SMWT)) Go to SpO2/PulseRate Graphs - Desaturation and Pulse Variations -
.7 ~ Change Settings....
400 Total Desaturation Events 5
100 100 350 ODI - Desaturation Index (1/h) 16,9
20 80 . 300 Mean Duration (s} 464
" = QZEU Longest Duration (s) 60
e = =200 Desaturation Peak [Nadif] (%) 5
= £ =150 .
5 a0 = 40 25 Mean Desaturation (%) 896 |
Total Pulse Rate Variations 2]
20 20 50 g
D Pulse Rate Variation Index (1/h} 6,7
0 0 EPLTEE T |
8 % & ¥ R ® R F22Z223IL2R3ER = i % b o o NOD 4 [ASp02 == 4%] 00:00:00
n B Bl ws o v 222228 ERERER" = BF Sioean 18 B NOD 89 [« 89%] 00:00:00
2 SpO2 (%) R 1T Time (s) NOD 90 [<30%; Nadir <86%]  00:00:00 |
Graphs related to test Applied analysis

Finally, by using the icon "Show / Hide VMU-Position" you can view the graphs of these trends for the

exercise test or sleep test.
4~ ShowiHide VMU-Position

Position
Walk
Up
Front
Right
Left
Back
Movement and Steps
300 540
1440
- 200 340 o
= @
> i 240 =
140
0 40
13:44:09 13:49:09 13:54:09 13:59:09
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The graphs display:

1 Patient position
7 VMU
1 Steps

The three parameters are placed in relation with the performance of the test so as to be able to compare the
overall status of the patient from moment to moment, also with the trend of the SpO2 and BPM in the graphs
shown in the upper part of the window.

The steps taken are as follows:
the following positions are recognized by the device:

Walking
Standing-up
Prone

Lying on the right
Lying on the left
Supine

=A =4 =444

The VMU is a dimensionless parameter, while the steps are counted during the entire test.

9 BRONCHODILATOR (POST) TEST
5

Click PosTEd on the main toolbar to open the POST testing phase for the selected patient. The green curve
will then show the best PRE test from the current session.

At least one PRE test must be present in order to make POST drug testing on that patient.

A POST test cannot be made if the patient has already made a Challenge test (bronchorestrictor) on that
day.

| (] winspiroPRO - 5.0 [Spi

File Configuration Protocols Patients Test Calibration Home Care  Security Tools HLY 7

Go to patient by 10/ Name [Drate of birth
MARTINI DAVID 06/05/1375 +| @ f
| Patent ABCDEFGHIJRLMNOPGURSTUWVW XYz Vst | SpO2 | Results  Print POSTBd Bronc Ch | Data Rc | Search HC test
MARTINI DAYID - Male - Age 28 - 180 cm - 76 kg - Caucasian

Bronchial-Provocation (Challenge Test) F Step N° 14 ] FRNEGue FiiboseResnanst ¥ Miliestiiata

2400712003 16:47:56 | Salbutamol 400 mcg = i . : : Diluent
07/ 16:47:56 All Curves | i : ; :
Only Best FEV1 Change from FRE

| [2% |
: FEV1 Change from previous dose
[+ 39 % |

%Go to next step
@Vie\wc hoose Step

List of FWVC POST Sessions-

24/0712003 j -> PRE

Quantity

E@Conclusnn 1 Medical report

Paanctrs | |red NS | OSEONRG _cr

| FEVG
FVC

ality Control Grade: F
|Ou _ | FEV1

""\‘\_F're &ded Reference Trial FEV1IFVC
— (FRE) FEV3

2 3 4 a3 & T 8 FEV3IFVC
Volrme: (L) FEVAIFEVE 83,2 0,0 0 0,0
Set Ref. POST FEVANC 87,2 83,8 96 83,8
PEF 995 12,90 12,36
Reset Ref. POST FEF2575 489 7,33 557
ELA 28 28 a3
Delete FET 600 206 388
FEF25 924 12,02 11,56
m, ST 684 721 577
| HBest W W EWorst [Dscarded |

510 0,00
5,10 5,68 111 569 12
452 512 13 5,01 1
890 90,1 101 88,0 a9
510 0,00 0 0,00
937 0,0 0 0,0

2 EECE2-CC

To start POST testing click on FVC from the main toolbar.
The A/F¥ELTO on the test window header shows that it
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If the test is an acceptable one then it is automatically saved.
The bronchodilator test consists of only one step, which is defined within the bronchodilator protocol of the

current user.

The resulting graphic will then show the PRE curve and the best 4 POST tests. The parameter table shows
the predicted values as well as the measured parameters of the PRE test and of the 4 best POST tests.

All of the test sessions of the current patient can be viewed by selecting
the List of sessions for that patient.

Use and to show/hide one or more tests on the graph.
At the bottom of the screen are the functions that analyse and compare the POST values with the PRE

reference values.
Use the icons for the following functions:

e T N

View Volume/time curves Check bronchial challenge View patient related test data
parameters

10 BRONCHIAL PROVOCATION (CHALLENGE) TESTING

Click from the main toolbar to open the bronchial challenge window for the current patient. The green

curve shows the best PRE test from the current test session.
A challenge test cannot be made unless at least one PRE test has been made today on that patient.
Also, a Challenge test cannot be made if one or more POST tests have already been made on that patient,

today.

To start the Challenge test, for the current step, click on FVC from the main window.

WARNING

Select the step required before starting the test. The suggested procedure is as follows:
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