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1 Requirements

Hardware Requirements

Thopazt Digital Chest Drainage
USB A-B cable (not included)
Computer with a free USB port

Software Requirements

One of the following Microsoft Operating Systems:

Windows 7 32 Bit

Windows 7 64 Bit

Windows XP 32 Bit (with SP3 or higher)
Windows XP 64 Bit (with SP3 or higher)
Windows 8 32 Bit

Windows 8 64 Bit

Windows 8.1 32 Bit

Windows 8.1 64 Bit

Windows 10 64 Bit

Windows 11 64 Bit

Accessories

USB cable (079.0034)
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2 Installation of ThopEasy* on your PC

AN

To install ThopEasy* you need administrator rights on your PC.
If the installation is not possible ask your IT department to install ThopEasy*.
Install ThopEasy* before connecting Thopaz* to the PC.

1. Close all programs.

2. Ensure Thopaz™ is not connected to your PC, otherwise disconnect USB cable.
3. Download ThopEasy* software from Medela website.

4. Start installation by double-clicking on file ThopEasy*SetupRelase.exe.

-
ThopEasy+ Setup =Nfe X

@ ThopEasy+

This installation program installs ThopEasy+ on the computer. Qld versions of the
application will automatically be uninstalled.

It is strongly recommended that you exit all Windows programs before running this
setup program.

Please make sure that no (FTDI} USE device is connected to the PC!

Click Cancel to quit the setup program, then close any program you have running.
Click Options to customize the installation path. Click Install to install the application.

Warning: This program is protected by copyright law and international treaties,
Unautherized reproduction or distribution of this program, or any pertion of it, may
result in severe civil and criminal penalties, and will be prosecuted to the maximum
extend possible under law.

[¥]1 agree to the license terms and conditions

Options ] [ Install l [ Close
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3 Instructions for use

3.1Start ThopEasy*

Note: Data transfer via USB is not allowed during therapy.
1. Close all programs.

2. Connect Thopazt to the PC with USB cable.

3. Start ThopEasyt by clicking on the desktop shortcut

3. Start ThopEasy* by selecting the program from the Windows start menu or program list.

3.2 Change settings

By clicking on TE* = Settings you can select the log path where ThopEasy* saves the downloaded
therapy data. The unit for the pressure scale can be changed for your application.
-Slarl \tiew Export -He\p :

GHE @ @ (-1 L2 N M

New Open Save Save | Download Display Zoom Zoom Zoom Reset Move Tracking
as logdata device info x-axis y-axis out zoom timeline line

Therapy
Date Series-No Therapy-No
Patient Remarks Drainage
First name Start
Stop
Last name
Duration
Date of birtt | Select date T; Air Leak
= = Mazx [mi/min]
Sex () Female ® Male
Min [mlfmin]
|[&8 ThopEasy~+ Settings x|
Paths
Log path change path
Units
Pressure unit O kPa @ mbar ) mmHg O 1emH20
oK | | Cancel
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3.3 Data transfer to PC and open file
By clicking on

S

Download
Log Data

all treatment data is downloaded from the device and saved according your settings (see chapter 3.3)

or by default.

Note: After downloading the .log files, the Thopaz* memory is erased by default.

By clicking on

3

Open

you can open the existing ThopEasyt documents (thp/.thpx) or log files.
ThopEasy* will show the following dialog.

{3l Open File
{1 v TestData2s1 » TrialLogFiles )
. - - — —
Organisieren ¥ Neuer Ordner
it Favoiiten o
B Deskaop ] 1480752 003 2014-03-10.10g
8 Downloads 1480752 3.og
4 Zulett besucht 1480754 001_2014-03-0.1og
| 1480754 _Llog
4 Biblictheken Bl ] 1480766001 2004-03-1210g i
] Bilder 1480766, Llog |
§ Dokumente || 1480766_003_2014.03-2L og i
o Musik | 1480756 3.log i
B videos | readme:nd
[ Testithpx
/& Computer [ Testzthpx
& (C:) Lokaler Datentrager
i (0) Lokaler Datentriger
| * (G:) Department
5# (H:) Home
¥ (M) Teansfer - T = >
Al files (%)
ThopEasy~ files ("hpy)
- ThopEasy files (*.the)

The dialog shows all saved data (thp/.thpx or log file).

The following file types are displayed:

*log Therapy data downloaded from the device.

The file name consists of the Thopaz* serial number and the therapy ID.

(serialnumber_therapylD.log).
*thpx Therapy data which was previously loaded and saved by ThopEasy™.
*thp Therapy data which was previously loaded and saved by ThopEasy.
You can only open these existing files with ThopEasy™.
Saving as *thp file is not possible with ThopEasy*.
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3.4 ThopEasy* windows

Serial No.
Time of data (cannot be Therapy
transferto PC  changed) No.

) '—"h

BEE sor vew  men oo
TWHEE € Q-1 LAN O

Mew Open Save Sawe  Downiosd Dispiy | | Zoom Zoom Zaom Rese| Move Tracking
& log data  device ml: avaws yeaas oul  zooe) timelme  fne

Therapy Dot I | B

Date ?Ji‘?fiﬁ“‘“”‘” Series-Na 1480731 Therapy-bo 3 T'hcmpyTychE medelu ‘.’F g
Patent Remarks. Drairage Pressure Flsd
First name Start 25/06(14 1253 Max [kfal 5 Tota! [mi]l 6720
Stop 27/06/14 0835 Min [kPa] 03 measured on  27/06/2014
Lot
Durstion  1419R&2min  Intermuptions: 2 Min [mi] 00
Date of bt Selecta date ] Air Leak mensured on 23/06/2014
o e v Max [mi/min]  5599.0 measured on  25/06/2014
O || v oy 05 essusadon 260062018 b
Graph View f =] | event View )
¥ Show ¥ Shaw measured 14 oo flasd Cutvent selected et
: et e — | e
a"f\VfV I hv ﬁvn i : s Do s g
1 | 1 1 1 1 ;"I 4300
\ | ‘I’ .
| - 560
!f\j\ 4200
l
2
3500
F
= F™ i sasa .
§ H D™ E e R
E ;- CIR :?1 : ; :
g M —- 2200 <
4 —= 1800 -
H —t0 %
Tracking hne position
| “peo ¥ Date and time: Nothing seiccred,
| Pressure:
. T - I -0 Air Leak
g "X\-_q"ﬂ __@@.‘T‘ C Fluid: e
Tracking Airleak This line Fluid Set Measured
line curve indicates curve pres- pressure
a canister sure curve
change
Therapy Data

a Additonal data about patient or treatment can be entered here.
This data can be edited, printed or saved in the .thpx file.
b General therapy data is displayed.

Graph View

€ The graph view shows set pressure (pressure you set on the device), measured pressure
(pressure at tubing connector), air leak (air flow) and fluid.

f  [ClShowmeasured pressure Parameters can be hidden by removing the checkmark.
Fluid is only shown for data obtained from Thopaz*t devices during the therapy.

y-axis (vertical axis)

Left: negative pressure - curve in grey
Right: air leak (air flow) — curve in blue
Right: Fluid — curve in orange
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By the zoom y-axis icon you can zoom in overall y-axis parameter.

§i—

By the relative zoom icon you can individually zoom in each parameter.

x-axis (horizontal axis)

L 2 By the zoom x-axis icon you can zoom in the timeline axis.

ﬁ

Reset
Zoom

L
Loom
Out

By the reset zoom icon you can reset all zoom modifications.

With the zoom out icon you can zoom out by keeping the ratio.

Event View

d The event view shows all occurred events during therapy.
You can scroll over the events and find more information or when occurred.
WARNINGS - will be shown in
ALARMS - will be shown in red

Other events - will be shown in grey

e The tracking line can be used to find events or specific data points in the graph.

Depending on the tracking line position, the data on negative pressure, air leak and fluid is shown.

{:} By pressing the tracking line icon you can better find your tracking line in the graph.

g = 1 By the positioning icon and the auto hide icon you can replace or hide windows.

z Reset all layout modifications.
eset

Layout

Note

If you display data from a Thopaz device, the software will show graphs without information
about fluid.

If the curves are interrupted, the device was switched off during therapy and the question
“New patient”? was answered with “no” or the device was in standby.
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3.5 Save file
By clicking on

i

Save
As

the file will be saved as .thpx file.
Note: For data exchange exclusively use .log files, which do not contain patient data.

3.6 Export functions

By clicking on
h'  Export Functions
you can either select Export View
> &
=l

Save a=  have as
PDF PG

and save data as PDF/JPG.
or
select Export Data

xz

L

Excel Data
Csv

and save data as Excel /CSV file.
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4 ThopEasy* graph user guide

ThopEasyt software is a unique tool that enables clinicians to transfer data recorded by Thopazt to a PC,
allowing them to interpret and analyze patient treatment after therapy has ended. p
(TT]

During chest drainage therapy, Thopazt measures the patient's air leak, the measured pressure and

the fluid output, then records the 10 minute average of these. The prior 24/72 hours of air leak data appears
on the graph screen of Thopaz*'s display, to assist decision making about when to remove chest tubes.

The complete therapy history of air leak, and measured intrapleural pressure, is then available to download
onto a PC upon completion of therapy through the ThopEasy™ software.

The therapy data downloaded into ThopEasy*t can be used by the healthcare professional for a range
of uses including:

Clinical
|dentify types of patient air leaks

Educational
Challenging clinical practice and review of chest tube management

Safety
Validates decisions regarding chest tube removal

4.1 Air leak and pressure

Every set of therapy data will have individual characteristics and air leaks will vary from patient to patient.
However, the graphs can typically be identified and categorized into the following:

Zero air leak patients - air leak resolves within a couple of hours after the completion of surgery
Intermittent air leak patients — air leak intermittently appears and then disappears

Slowly resolving air leak patients — air leak resolves over a 1to 4 day period

Prolonged air leak patients — air leak that last longer than 5 days

The following pages highlight these features to assist with decision making in your thoracic drainage
practice.
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4.1.1 Zero air leak patient

The zero air leak patient is defined by a clinically insignificant air leak* commencing one hour after
the completion of surgery. Thopaz™ only applies suction when the patient has an air leak, becoming
a non-suction device when the air leak resolves. Therefore the patient will often be seen to regulate
their own intrapleural pressure immediately after the completion of surgery.

Patient has no Patient is regulating own
clinically significant intrapleural pressure within
air leak a range of -5cmH20 to
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**When discussing air leak, a clinically insignificant airflow is defined as <40 ml/min for 6-8 h with a stable graph as per:
1) Impact of the learning curve in the use of a novel electronic chest drainage system after pulmonary lobectomy: a case-matched analysis on the duration
of chest tube usage. C. Pompili, A. Brunelli, M. Salati, M. Refai, A. Sabbatini Interactive Cardiovascular & Thoracic Surgery. (2011). 13: 490-493.
2) Consensus definitions to promote an evidence-based approach to management of the pleural space. A collaborative proposal by ESTS, AATS, STS, and

GTSC. A. Brunelli, E. Beretta, S. Cassivi, R. Cerfolio, F Detterbeck, T. Kiefer, G. Miserocchi, J. Shrager, S. Singhal, D. Van Raemdonck, G. Varela. European
Journal of Cardio-Thoracic Surgery. (2011). 40: 291-297.
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4.1.2 Intermittent air leak patient

The intermittent air leak patient is characterized by periods of clinically insignificant air leak**, interspersed E
with periods of air leak. Observation of the graphs will often show that the periods of clinically insignificant

air leak** are when the patient rests overnight, and the periods of air leak are when the patient is active
during the day.
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4.1.3 Slowly resolving air leak patient

Slowly resolving air leak patients show air leaks that take between one and four days to resolve.

Air leak resolves, patient
is regulating own
intrapleural pressure
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4.1.4 Prolonged air leak (PAL) patient

The prolonged air leak patient is characterized by patients who have an air leak lasting 5 days

or more. These patients also typically show erratic fluctuations in their degree of air leak that can
usually be seen within the first 24 hours following surgery.

Clinician changes suction
level on Thopaz™ in
attempt to resolve air leak
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4.2 Using ThopEasy* data to challenge clinical practice & review chest tube management
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5 Information about Thopaz*

By clicking on

9

Display
Device Info

you can read out information about the attached device.

lir| Device Information

[

Serial-Mr
Duration [h]
Firmware version

Language

14p4816
3.731
1.22

DE

Ok
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6 Troubleshooting

By clicking on Help you can select from following actions:

Show general information about this software.

Open the instructions for use for this software.

i
2,

Generate information which is needed by the service in a support request.
Error messages will be saved in a zip file. This file can be sent to Medela when questions
or malfunctions are appearing during the use of ThopEasy™.

gl
F

If the setup of ThopEasy™ fails please hand on the log file which is generated by the installer.

For any support contact your local customer service www.medela.com.
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7 Signs and symbols

T+

New

Download
Log Data

Display
Device Info

[

Reszet
Layout

| &

I
2

Zoom
Cut

%@)

Reset
Zoom

£
€

Show therapy data from Thopazt device.

Show therapy data from Thopaz device.

Create a new document.

Open an existing document.

Save the current data as ThopEasy*™ document (*thpx).

Loads log data from the attached device and provides the possibility

to open these log files.

Show information about attached drainage device.

Reset all layout modifications.

Zoom into x-axis.

Zoom into y-axis.

Zoom out by keeping the ratio.

Reset all zoom modifications.

Move timeline via mouse.

Position tracking line into screen center (dotted line in blue).

Relative zoom control for pressure, air leak and fluid.
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Medela AG
Lattichstrasse 4b

6340 Baar, Switzerland
www.medela.com

EU Responsible Person
Medela Medizintechnik
GmbH & Co. Handels KG
Georg-Kollmannsberger-Str. 2
85386 Eching

Germany
www.medela.com/support

UK Responsible Person
Medela UK Ltd.

Huntsman Drive

Northbank Industrial Park
Irlam, Manchester M44 5EG
UK
www.medela.com/support

USA

Medela LLC

P.O. Box 660

1101 Corporate Drive
McHenry, IL 60050

USA
www.medela.com/support
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