MasterScope - Instructions for Use

How Web Upload Data Transfer Works

ﬁ 1. In the Utilities bar, click on the <Send Data> icon to initiate the data transfer
Send Data process.
2. Select SD card as the method to transfer the clinical data and press the <Start>
button.

ERT - MasterScope CT

SD Card Data Transfer

Please insert the SD Card labeled 'TRANSFER'

No SD Card has been inserted

> CEED

Please do not change this setting until you are instructed from the ERT
Customer Care Helpdesk.

3. Ensure that the “Transfer” SD card is not in the write protected status (not
applicable if USB Transfer Kit was delivered).

Writing/Erasing possible Writing/Erasing impossible

Please use only SD cards or USB sticks provided by ERT which are labeled
“Transfer” for a specific system for transferring MasterScope data.

Do not use SD card or USB stick from another ERT device or any other SD card
or USB stick.

4. Insert the SD card or USB stick to start transferring the data to the media.
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5. Confirm the formatting of the SD card or USB stick by pressing the
<Continue> button.

SD Card formatting

WARNING: The SD Card will be formatted and ALL data will be deleted.
Press 'Continue' to format the SD Card. Press 'Cancel' to abort.

o Please do not store any data except the MasterScope data files on the medium.

6. The progress of the data transfer process will be indicated in the screen below:

ERT - MasterScope CT
SD Card Data Transfer

Please wait while data is transferred to the SD Card.

Formatting SD Card

v

Preparing data
Copying data

C | — i

> CREED

Please do not remove the SD card or USB stick until instructed to ensure
a correct and complete data transfer!
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7. Remove SD card or USB stick after the data is successfully copied to the
external medium (indicated by the screen below).

ERT - MasterScope CT

\ 4

SD Card Data Transfer

The data was successfully copied to the SD Card.

Please remove the SD Card and follow the instructions to upload the data to ERT.

8. Click <Continue> to proceed with the upload of the data on the
web-based PC.

How the Data Upload Works Using MyDataUploader™

1. Please insert the SD card or connect the USB stick which includes the transfer
file from the MasterScope to the web-enabled PC.

Web-enabled PC

USB stick
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In the case that the computer has no SD card slot, please use the provided

USB SD card reader as shown below:

o]

SD card and
USB SD card

reader Slte computer

2. Open your internet browser and go to the MyDataUploader™ webpage by

entering the following address:

https://mdu.ert.com

‘o ERT

Getting It Done. Right.

Help | Customer Care | Imprint

MYDATAUPLOADER

Powered By EXPERT

Upload Data File

‘ Choose a file to upload »>>> Choose File

WARNING NOTICE:

You are about to enter a Private Web Site that is restricted to authorized use worldwide by ERT, Inc.
("the Company”) and authorized agents for business purposes only. The actual or attempted
unauthorized access, use, or modification of the web site and its content is strictly prohibited by the
Company. Unauthorized users and/or use are subject to criminal and/or civil penalties in accordance
with applicable domestic and foreign laws. The use of this web site may be monitored and recorded
for administrative and security reasons. If such monitoring and/or recording reveals possible evidence
of criminal activity. the Company may provide the monitored evidence of such activity to law
enforcement officials

Access to this application from an untrusted workstation, including but not limited to cyber cafes and
public kiosks is prohibited.

Upload

Welcome to the ERT My Data Uploader website

The ERT My Data Uploader website is designed to
upload data files from ERT Devices collected at
study sites working with ERT. Please click on Help
for instructions on the use of this website.

1. a) Insert the SD Card with data exported
from your ERT Device

b} Click the "Choose File" button to
select the data file

¢) You will find a single file on the SD
Card. Select this file for upload

¥}

After the file has been selected, click the
"Upload” button

w

Once your file is successfully uploaded, you
will receive a Confirmation Code. Please enter
the code exactly as shown on your ERT Device
to confirm the successful transfer of data

The duration of the upload depends on your internet
connectivity and the size of the file

In case you experience any problems, please
contact Customer Care preferably by phone

\’ Upload

3. Clicking the <Upload> button will start the data transfer.

You will be guided step by step through the data upload process on the right
side of the webpage with highlighted short instruction depending on the

current step of the process.
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Choose File | 4. Please select the data transfer file for upload by selecting the <Choose File>

button. In the following file, open the dialog of your browser, search and

select the SD card or USB stick drive labeled “Transfer”. Then search and
select the single data transfer file. The file name starts with “MScCT32_ “(see

example below).

o

ERT

Getting It Done. Right.

Help | Customer Care | Imprint

MYDATAUPLOADER

Powered By EXPERT

Upload Data File

I MSCCT32. %0 HRURIR_ KUK X 000000 dat Choose File I

WARNING NOTICE:

You are about to enter a Private Web Site that is restricted to authorized use worldwide by ERT. Inc.
{"the Company”) and authorized agents for business purposes only. The actual or attempted
unauthorized access, use, or modification of the web site and its content is strictly prohibited by the
Company. Unauthorized users and/or use are subject to criminal and/or civil penalties in accordance
with applicable domestic and foreign laws. The use of this web site may be monitored and recorded
for administrative and security reasons. If such monitoring and/or recording reveals possible evidence
of criminal activity, the Company may provide the monitored evidence of such activity to law
enforcement officials

Access to this application from an untrusted warkstation, including but not limited to cyber cafes and
public kiosks is prohibited.

Validating ...

Welcome to the ERT My Data Uploader website

The ERT My Data Uploader website is designed to
upload data files from ERT Devices collected at
study sites working with ERT. Please click on Help
for instructions on the use of this website

1. a) Insert the SD Card with data exported
from your ERT Device

b) Click the "Choose File" button to
select the data file

¢} You will find a single file on the 5D

Card. Select this file for upload
After the file has been selected, click the
"Upload” button

[N}

w

Once your file is successfully uploaded, you
will receive a Confirmation Code Please enter
the code exactly as shown on your ERT Device
to confirm the successful transfer of data

The duration of the upload depends on your internet
connectivity and the size of the file

In case you experience any problems, please
contact Customer Care preferably by phone

5. If the selected file is valid, the next screen will display your study information.

See example below.

File Details: MScCT32 macxxn :ooex 0000000 00000 oo dat
Protocol Mame I XXKEXX

Sponsor Site 1D I XKXNXX

ERT Study Number D XKXNXX

ERT Site Number D XKXNXE

Data Exported on : 03-Feb-2012 00:56:24
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6. If you would like to receive the Confirmation Code additionally via email,

please enter your email address in the corresponding entry field below the
study information.

If you would like to receive this information via email, please enter your email address and click
"Send Email” button.

Email: |user@ert.com Send Email

\’ Upload 7. Clicking the <Upload> button will start the data transfer.

o The duration of the upload depends on your internet connection and the size

of the data transfer file. In case you experience any problems, please contact
the ERT Customer Care Helpdesk.

Please do not remove the SD card or USB stick to ensure a correct and
complete data transfer!

8. After you successfully uploaded the data file, a confirmation code will be
displayed.
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ER I 0
b Getting It Done. Right.

Help | Customer Care | Imprint

MYDATAUPLOADER

Powered By EXPERT

Upload Data File

Transfer successfully performed!

Protocol Name D RXXXXX
Sponsor Site ID I RRRRKX
ERT Study Number D HXNARK
ERT Site Number I RRRRKX
Data Exported on : 03-Feb-2012 00:56:24

Please enter the Confirmation Code shown below on your ERT device to confirm the successful
transfer of your data file.

Confirmation Code

ABCD1234

If you would like to receive this information via email, please enter your email address and click
"Send Email” button.

Email: ‘ \-Send Email \

“E; Print ‘ ‘ Finish H ‘

Welcome to the ERT My Data Uploader website

The ERT My Data Uploader website is designed to
upload data files from ERT Devices collected at
study sites working with ERT. Please click on Help
for instructions on the use of this website.

1. a) Insert the SD Card with data exported fram
your ERT Device

b) Click the "Chaose File” button to select
the data file

¢} You will find a single file on the SD Card_
Select this file for upload

ma

After the file has been selected, click the
"Upload” button

w

. Once your file is successfully uploaded,
you will receive a Confirmation Code.
Please enter the code exactly as shown on
your ERT Device to confirm the successful
transfer of data.

The duration of the upload depends on your internet
connectivity and the size of the file

In case you experience any problems. please
contact Customer Care preferably by phone

| The confirmation code is a 8-digit alphanumeric code which is displayed when
the data was successfully uploaded to the ERT data center.

Example: ABCD1234 (as shown above)

9. Please record the code exactly as displayed, print it or it will be sent to you via

email.
— Erink e To print the confirmation code, please click the <Print> button. This will open
your standard printer dialog and you can proceed as usual.

¢ If you have not already provided your email address you can enter it here to
receive the confirmation code via email. Enter your valid email address into the
field Email to get the confirmation code via email.

clicking the <Finish> button.

i 10. After you have received the confirmation code, finish the data upload by
Finish H
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How to Confirm the Data Transfer on MasterScope

1. Please enter the confirmation code on the MasterScope (see screen on
previous page).
A detailed description on how to get the Confirmation Code can be found
under “"How the data Upload works using MyDataUploader™".

ERT - MasterScope CT

SD Card Data Transfer Confirmation

After successful data upload please enter the confirmation code provided via the
Web portal or email.

il
4 EMAIL §
Important note: the latest SD Card Transfer from 19MAY2014 07:04:07 is not yet
confirmed.

Please enter the confirmation code:

ABCD1234
> o

o To avoid large data transfer files with the next data transfer, it is recommended
to confirm the data transfer with the confirmation code immediately after the
upload. In case a data transfer is not confirmed, the next data transfer will
contain all data which have not yet been confirmed as well as all new data.

2. The following message will indicate the end of the successful data transfer via
web upload.

ERT - MasterScope CT

SD Card Data Transfer
& Your SD Card data transfer has been successfully confirmed.

-1 Your data have been fransferred up to 255EP2014 07:21:28

Important note: the latest SD Card Transfer from 255EP2014 09:15:40 is not yet
confirmed.

~

If the data transfer is not confirmed, you will be notified about the date and
time of the not yet confirmed data transfer. Please enter the latest displayed or
received confirmation code in the “Tools” section.

Confirm web upload transfer at the next system start up or before the next
data transfer.

To enter the confirmation code, start with step 10 of the chapter “How the
data Upload works using MyDataUploader™".
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x In case you want to confirm the web upload transfer via the tools section, please
e Select <Tools> from the Utilities bar.

Tools

Confirm SD Card .
@ Transfer e Choose <Confirm SD Card Transfer>.

e Enter and confirm the confirmation code in the following screen.

ERT - MasterScope CT

SD Card Data Transfer Confirmation

After successful data upload please enter the confirmation code provided via the
Web portal or email.

4 EMAIL |

EEEry

Important note: the latest SD Card Transfer from 19MAY2014 07:04:07 is not yet
confirmed.

Please enter the confirmation code:

ABCD1234
p

13.1.4 Analog Modem Data Transfer

o Data is transferred via an analog line. If your phone line does not work, please
try the fax line.

1

ﬁ In the Utilities bar, click on the <Send Data> icon. Select “Modem Data Transfer”.
Send Data
ERT - MasterScope CT

Modem Data Transfer

Please make sure that the telephone line is plugged-in to the modem connector
and then press "Start Data Transfer”

Shutdown the system when the Modem transfer is finished

@ The Shutdown option selection leads to shutdown the system whenever the
transfer is successfully finished.

+  Start Data Transfer Press the <Start Data Transfer> button.
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The progress of the download process will be displayed by a bar indicator.

Modem Data Transfer

Preparing data

Sending data: Waiting
p——

System Updates: Wal

Modem Data Transfer

i

Sending data: Waiting ...

s

> CEED ——

System Updates: Waiting .
; |

s

> CEEED

When the modem data transfer is complete, the following screen will appear:

ERT - MasterScope CT

Modem Data Transfer

The data transfer via Modem was successfully performed.

> CEED

0 Close Click <Close> to exit.

In case the analog modem transfer is not successful please verify your modem
settings or try another transfer methodology.

If you are still unable to transmit the data, contact the CRA or ERT Customer
Care.

ol
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13.1.4.1 Data Transmission Settings

To enable the data communication with the data center via modem, the modem
settings in the MasterScope must be set correctly.

o Please note that with Fujitsu E756 analog data transmission is not
supported anymore. Please use WiFi/LAN or SD Card upload instead.

Data Transfer Settings

-

Select Transfer Method

Restore

é Backup
&

© Transfer via WLAN

i) Update
© Transfer via Ethernet
& Confirm SD Card
Transfer & Transfer via SD Card
& Send All Data @ Transfer via Modem
a¢ Ejstom Time Additional Settings
Connection failed until configuration appears (1-10)
@ System Information
Max reestablish connection retries {1-5)
w Change site Hours to request a data transfer at shutdown (1-24) |3 = nhours
Logging
a Print Manager
D s &Wﬁ o Perform Test
Close

«  Save Confirm with <Save> and the following screen appears:
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ERT - MasterScope

Backup

Restore

Update

Confirm SD Card
Transfer

Send All Data

System Time

System Information

Change Site
Information

RE RS PR L DT

Logging

irj

Print Manager

Data Transfer Settings

l@

P

o
Modem |Conexant HDA D330 MDC V.92 Modem ||
Init String [E1vis7=00x3+Ms=V34 -]
Prefix ‘O. |. | |
[F] Pulse Dialing

Telephone Number
® Automatic Configuration
© Manual Configuration
Enforce Primary
Enforce Secondary

Manual

' Save ° Perform Test

Enter in “Prefix” the number which needs to dialed for an outside line of your
building followed by a “comma” for a pause.

If no prefix is necessary within your building to get an outside line then the field
must be empty.

Do not change any other settings unless instructed by ERT Customer
Care!

For most of the countries, toll-free telephone numbers to the data center are
established, i.e. the phone call to the data center is free of charge for the investi-
gator.

If a country toll-free number is not available, the Direct Access German Data
Center Number can be used or the data transfer has to be accomplished by
downloading data to a removable disk. Before changing these settings during the
study, ERT must be consulted.

If you are having difficulties getting a working connection, try to find a fax
machine connected to the telephone network. Use this line for a test, adding the
same prefix numbers that are required to send a fax.

If the toll-free telephone number is not working, try the direct access number.
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14. Backup

Computer » MSC_EXPORT (D:) » SIMULATION STUDY PT COMPLETE » 88700 » 002

O

At the end of each visit day, the data generated by the MasterScope must be
backed up onto a removable storage medium (SD Memory Card or USB stick).
When shutting down, the system reminds you to perform a backup.

The backup also includes all measurement reports created on the MasterScope and
overread result reports (only supported if you use WiFi/LAN for data transmission).
This will allow that the PDFs can be viewed and printed on any other computer as

well.

Please note that all reports must be printed, signed and filed with the source
documentation! MasterScope offers two options to print which is either directly

from the MasterScope or via export / backup function where it can be printed

on any other computer!

i S =
Organize ~ MNew folder =~ 0 @
& B Name Date modified Type Size
. ] Desktop E 2017-09-26T131133_002_V101_Pre ECG.pdf 9/26/2017 1:11 PM Adobe Acrobat D... 268 KB
|18 Downloads = 2017-09-26T131133_002_V101_Pre ECG_(A)_ECG.pdf 9/26/2017 1:59 PM  Adobe Acrobat D... 37 KB

%l Recent Places

4 Libraries
Documents
J’ Music
[&] Pictures
[BE Videos

1™ Computer
&L Local Disk (C)

ﬁ MyExternalMedium (D)

€ Network

=T 2017-09-26T131205_002_V10L_Pre PFT.pdf
T 2017-09-26T131205_002_VL0L_Pre PFT_{A) Forced Spirometry.pdf

9/26/2017 1:12 PM
9/26/2017 2:05 PM

L

Adobe Acrobat D...
Adobe Acrobat D...

T4 KB
798 KB

——
i 215PM
gy o/ 7
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x For performing a backup, select <Tools> from the Utilities bar. Click on <Backup>
in the “Administration” tab.

ERT - MasterScope CT

m‘; e Backup

Please insert backup media: "Backup B"
Restore

Data Transfer
Configuration

Update

Confirm SD Card
Transfer

Send All Data

Remote Support

Print Manager

System Time

System Information

X B XDt SPLH LD

Change Site
Information

Depending on your study setup the system is delivered either with SD cards or
USB sticks for performing the backup.

The system asks you to insert
Backup media “A“ or “B*.

Insert the SD medium into the corresponding slot of the MasterScope.
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The system asks you to insert
the USB stick.

Insert the USB stick into the corresponding slot of the MasterScope.

Start Backup

Click <Start Backup> to start the backup procedure. The following message
screen appears:

ERT - MasterScope CT

Backup

Please confirm that you want to create a backup on "BACKUF A" media.

Confirm with <OK>.

Version 03.00 e Date 19FEB2020
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The progress of the backup procedure is shown in the following screen:

User Management

Backup in progress... (BACKUP A)

Compressing data

Offline Devices

Communication

Page 186/233
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If the backup is complete, you are asked to remove the backup medium:

ERT - MasterScope CT

Mhm Backup completed

Please remove backup media
Restore
Data Transfer *
Configuration
Update

Confirm SD Card
Transfer

Send All Data

Remote Support

C ot 8 LD H e

Print Manager

System Time

B R

System Information

x Change Site
Information

+  Close Click <Close> to finish the backup process.

Do not perform a backup if you have a severe system error or database error.
Contact the CRA or ERT Customer Care person first.

Please ensure that the backup media are stored separately from the notebook.

=l

In case of an unexpected data loss, the backup serves as source to restore your
MasterScope.
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15. MasterScope Software Updates

15.1  Online Update

Everytime when the MasterScope transmits the data to the data center, it will
automatically check if there are any new software updates available. If so,
the update(s) will be downloaded automatically after the data transfer. Once
downloaded the new update(s) can be installed.

There are two different updates possible to receive:
e software update for protocol configuration, e.g. protocol amendment
¢ windows component update, e.g. daylight saving changes in a specific country

Online Update will not be supported with the SD Card Upload transfer
methodology. If you are using this methodology either switch to another
methodology e.g. WLAN or contact ERT Customer Care to receive the new

software update on a SD Media card via mail.

ERT - MasterScope CT

New Updates Available

» Study Update (800286-SIMULATION STUDY 01-1.23-4 1.5 10Jul2015 11:46:47 H
61 E§? sty Upaate " J Available updates are

J listed here separated
B by protocol update

or windows update.
By selecting an
update, a respective
“Release Note” will be
displayed with detailed
information about the
update.

This update does not have any release notes associated with it.

@ The update(s) are ready to be installed. Click "Install now" to start the installation process.

>
Oa-(?%g':‘l‘s e Print Release Notes

4 Click <Install Now> to start the installation.

Install Now
Click <Cancel> to install the update later.

Updates should be installed immediately after downloading. If you have

ongoing subject visits, make sure to install the update(s) after the patient visits
are completed for that particular day.
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The following screen appears:

ERT - MasterScope CT

Start Update Installation

Are you sure you want to start the update installation now?

Please keep in mind that this process may take several minutes.

ERT - MasterScope CT

Installing Update(s)

Please wait while the following update(s) are being installed:
! dn * Study Update (800286-SIMULATION STUDY 01-1.23-4.1.5 05Feb2015 11:58:53)
ﬁ_.-—'

v/ septots Creaesacap
/ step2ots Prepare Upaate(s)

Step 3 of 3: Install Update(s)  Installing update 1 of 1. |

This process may lake several minutes, do not unplug the power cable or turn offthe system!

After successful installation, the following will be displayed:

ERT - MasterScope CT

Update Installation Successful

Following update(s) have been successfully installed:

» Windows Component Update (MSC v2_E5430_5.0.2.0)
» Study Update (800286-SIMULATION STUDY 01-1.23-4.1.5 10Jul2015
11:46:47)

v  OK Click <OK> to confirm.
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Now, it is necessary to restart the system.

ERT - MasterScope CT

Restart Required

A restart is required in order to proceed with the update installation.

The system will automatically restart in 24 seconds.

Click <Restart Now> to finish the
procedure.

'x For starting the process manually, select <Tools> from the Utilities bar. Click on
Tools <Update> in the “Administration” tab.

15.1.1 Optional Actions

kB Print Release Notes <Print Release Notes> - prints the release notes.

€ open Visits... If <Install Now> cannot be activated, click <Open Visits...>.

A list appears showing visits of subjects which were started today. If these visits
are complete already, the system offers to finalize these visits. If these visits are still
ongoing, install the update after completing the visits.

ERT - MasterScope CT

Open Visits

Open visits in Subject mode
i 08789001 V101 SubjecthMode
Open visits in training/proficiency mode

T98789001 V101 TrainingMode
PAO5789002 VPROFZ ProficiencyMode
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Open Visits in Training/Proficiency Mode:

ERT - MasterScope CT

New Updates Available

[_? Study Update (800286-SIMULATION STUDY 01-1.23-4.1.5 10Jul2015 11:46:47)

A

ME

This update does not have any release notes associated with it.

& There is 1 open visit in training/proficiency mode. Complete the open visit before installing the update(s) or enable "Auto Close”
by checking the box below.

Automatically close all open training/proficiency visits I—
>  CEDD
P
OPTIONAL ) .
ACTIONS {\ Open Visits... ‘F e Print Release Notes

As an alternative, checkmark “Automatically close all open training/
proficiency visits"”.

If the warning sign is yellow A\ , one or more visits are open in Training

or Proficiency Mode. They can be closed automatically, if you set the flag
“ Automatically closed”.
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Open Visits in Subject Mode:

New Updates Available

I—j? Study Update (800286-SIMULATION STUDY 01-1.23-4.1.5 10Jul2015 11:46:47)

|

e

(@ ERT

This update does not have any release notes associated with it.

@ There is 1 open visit in Subject mode. Complete all open visits before installing the update(s) or use the "End Visit” function
from the Tools Menu to end the visit workflow. Mote that you cannot continue a visit once closed using the "End Visit" function.

L
b
0?‘2%::‘)‘:"'5 e Open Visits... 9 Print Release Notes

If the warning sign is red = , One or more visits are open in the Subject Mode

and the subject visits must be completed first.
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15.2 Installation of Software Update via SD Card or
USB Stick

All update(s) will be provided typically via online download (see chapter Online
Update). Your site will only receive the update via SD Card/USB Stick if you are

having issues with the online download. Please get in touch with our Customer
Care if you need to receive the update via SD Card/USB Stick.

Due to changes in the study protocol or other software issues, it might become
necessary to install a software update on MasterScope. The procedure is

described in this chapter.

You will receive an SD Card/USB Stick containing the new software. The medium is
labeled with the respective update version.

o The update media is not site specific. Therefore it can be reused at other sites.

>

USB Stick

Update

SD Card

Proceed step by step:
1. Insert the SD Card/USB Stick with the updated software into the respective slot
of the laptop. It is the same slot that the site uses for the daily backup routine.
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&
K 2. Select <Tools> in the menu bar on the right-hand side of the screen.

Tools

3. Select the <Administration> tab.

1 oo

E‘ Backup Please select

Please select an Action on the left
g Restore _ K
Data Ti fe =

Q Ccmﬁg[l.lﬂ Pﬁil 071 _0

[ Update
L] Update ) 4. Click on <Update> and the following screen will appear:

ERT - MasterScope CT

Backup Update

Verifying update media. Please wait...
Restore e

Data Transfer
Configuration -

Confirm 5D Card
Transfer

Send All Data
System Time

System Information

Change Site
Information

X B PP P

Print Manager

;O
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ERT - MasterScope CT

New Updates Available

]

Available updates are

! listed here separated
B by protocol update

or windows update.
By selecting an
update, a respective
“Release Note” will be
displayed with detailed
information about the
update.

[39 Study Update (800286-SIMULATION STUDY 01-1.23-4 1.5 10Jul2015 11:46:47)

This update does not have any release notes associated with it.

@ The update(s) are ready to be installed. Click "Install now" to start the installation process.

p
OPTIONAL o
ACTIONS Print Release Notes

+ Install Now Click <Install Now> to start the installation.

Click <Cancel> to install the update later.

Updates should be installed immediately after downloading. If you have

o

ongoing subject visits, make sure to install the update(s) after the patient visits
are completed for that particular day.

The following screen appears:

Start Update Installation

Are you sure you want to start the update installation now?

Please keep in mind that this process may take several minutes.

Click <Yes> to to start the Update Installation.

Version 03.00 e Date 19FEB2020 Page 195/233



MasterScope - Instructions for Use

ERT - MasterScope CT

Installing Update(s)

Please wait while the following update(s) are being installed:
! Gﬁ’ « Study Update (800286-SIMULATION STUDY 01-1.23-4 1.5 05Feb2015 11:58:53)
-

v/ septoraCresencap |
/ step20r3:prepare Upaaes)

Step 3 of 3: Install Update(s)  [installing update 1 of 1. |

This process may take several minutes, do not unplug the power cable or furn off the system!

After successful installation, the following will be displayed:

ERT - MasterScope CT

Update Installation Successful

Following update(s) have been successfully installed:

- Windows Component Update (MSG v2_E5430_5.0.2.0)
- Study Update (800286-SIMULATION STUDY 01-1.23-4.1.5 10Jul2015
11:46:47)

« OK Click <OK> to confirm.

Nowy, it is necessary to restart the system.

ERT - MasterScope CT

Restart Required

A restart is required in order to proceed with the update installation.

The system will automatically restart in 24 seconds.

Click <Restart Now> to finish the
procedure.

'x For starting the process manually, select <Tools> from the Utilities bar. Click on

Tools <Update> in the “Administration” tab.
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15.2.1 Optional Actions

& Print Release Notes <Print Release Notes> - prints the release notes.

o Open Visits... If <Install Now> cannot be activated, click <Open Visits...>.

A list appears showing visits of subjects which were started today. If these visits
are complete already, the system offers to finalize these visits. If these visits are still
ongoing, install the update after completing the visits.

ERT - MasterScope CT

Open Visits

Open visits in Subject mode
i 98789001 V101 SubjecthMode
. Open visits in training/proficiency mode

TO8789001 V101 TrainingMode
POB780002 VPROF2 ProficiencyMode

Open Visits in Training/Proficiency Mode:

ERT - MasterScope CT

New Updates Available

a
1

Eio Study Update (800286-SIMULATION STUDY 01-1.23-4 1.5 10Jul2015 11:46:47)

mE

(g ERT

This update does not have any release notes associated with it.

-

T There is 1 open visit in training/proficiency mode. Complete the open visit before installing the update(s) or enable "Auto Close”
: by checking the box below.

I Automatically close all open training/proficiency visits I—
e,
=
J© Print Release Notes

OPTIONAL
ACTIONS

As an alternative, checkmark “Automatically close all open training/
proficiency visits"”.
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If the warning sign is yellow A\ , one or more visits are open in Training

or Proficiency Mode. They can be closed automatically, if you set the flag
“ Automatically closed”.

Open Visits in Subject Mode:

ope CT

New Updates Available

j @ Study Update (800286-SIMULATION STUDY 01-1.23-4.1.5 10Jul2015 11:46:47)
)
1

ERT

This update does not have any release notes associated with it.

@ There is 1 open visit in Subject mode. Complete all open visits before installing the update(s) or use the "End Visit” function
from the Tools Menu to end the visit workflow. Note that you cannot continue a visit once closed using the "End Visit" function.

b CXEED
Di-g%gﬁl-s o Open Visits... e Print Release Notes

If the warning sign is red = , one or more visits are open in the Subject Mode

and the subject visits must be completed first.
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15.3 Date/Time Check and Correction

[t might be necessary to check the date and time (and also time zone) of the
system.

x Refer to the following steps:
1. Click on <Tools> in the menu bar on the right-hand side of the screen.

Tools

2. Select the <Administration> tab.

ERT - MasterScope CT

J Administration
E‘l Backup System Information
gl —— Application Health Current Memory Usage 35589 kB
Exceptions (stored in FS) 1
a Data Transfer
Eouiauate Online Devices HW Spirometry SIN:Unavailable
& Confirm SD Card Firm.:Unavailable
farR HW ECG S/N.Unavailable
Firm.:Unavailable
& Full Data Transfer
Offline Devices: HW AMDriver
e R ot upnaL HW NIOXMino
x Systemling Host: Manufacturer Dell Inc.
L System Time | 3. Click on <System Time> and the following screen will appear:

ERT - MasterScope CT

Backup 12y System Time Adjustment - Time Zone

Restore

Data Transfer
Configuration

Confirm SD Card
Transfer

Full Data Transfer
Remote Support
System Time
System Information

End Visit

Change Site
Information

X ZEHEBXY &SP D>

Print Manager
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o The “Automatically adjust clock for daylight saving changes” check box
must be checked and ticked, if daylight savings apply to the respective time
zone. The field is grayed, if no daylight saving time exists in the respective time
zone.
Please be careful with all changes here. Settings have an effect on all future
measurement results. The use of this function is recorded in the Audit Trail.

> Next Continue with <Next>.

Adjust date and time of your location.

ERT - MasterScope CT

Administration
Q Backup w2y System Time Adjustment - Date/Time
1
9
s *  Please adjust the date and time of your location:
g Restore
& Data Transfer Date Time
Configuration
& Confirm SD Card i
Transfer 1 May, 2014 4 15 e
Sun Mon Tue Wed Thu Fri Sat i
€%, Full Data Transfer 7 B ® W1 2 3 5 =
4 s 6 TJTEEBE] 9 10 % b
1 12 13 14 15 16 17 i
G Remote Support 18 19 20 21 2 2B XA 7 .
23 % 27 2B N8 30 341
i 7 3 4 5 6 7
K syonime W@ E
E  system Information
f End Visit
x Change Site
Information
a Print Manager
> C
Close

' Save Continue with <Save>.
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Enter a reason for the system time adjustment.

User Management Offline Devices Communication

System Time Adjustment - Confirm

Time Zone:(UTC+01-00) Amsterdam, Berlin, Bemn, Rome, Stockholm, Vienna

Date/Time:08MAY2014 10:51:28

Before you can save the changes you have to provide a comment about the reason for the changes:

adjustment needed

User Management Offline Devices. Communication

Result of changing System Time

Your changes have been stored successfully

R Cmader

& PrintManager

- Confirm with <OK>.
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16. Data Corrections and Communications

16.1  New DCR

Using the Data Clarification Request Form, data corrections can be initiated from
the site. These relate to data inconsistencies discovered by the site/CRA. DCRs will
be submitted electronically. Fill out the data correction on the MasterScope.

8 Refer to the following steps:

1. Click on <New DCR> in the menu bar on the right-hand side of the screen.
New DCR

2. Select the <Communication> tab.

ERT - MasterScope CT

Administration User Management Offline Devices

.é DCR Overview Please select

Please select an Action on the left
& New DCR h

B Remote Support

e

3] New DCR 2. Click on <New DCR> and the following screen will appear:

ERT - MasterScope CT

Communication

o« DCR Overview Select the type of data correction

&_ e / Patient Number:

: : = [990926001 []
—

L ] Remote Support --‘\_/’@ Select type of required data correction

Change visit date i
g

Change visit label

Change Measurement Timepoint
Delete Visit

Delete Single Measurement
Other change request

) I CEEZD

Close

Choose the appropriate subject number and the type of the required data
> Next correction. Confirm your selection with <Next>.
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User Management Offline Devices

Create Request data correction to change measurement time point

Select the visit to be changed
[va -]

Select the measurement
[Post PFT, 06FEB2015 12:40:48 [-]

Current value:
| 06FEB2015 12:49:48 |

Select the new date and time of the measurement
s [-]Feo [-Joo1s | [13 [-] o5 [-]-[s0 [\]

Comment

System time was incorrect

> D CEED

m Select the appropriate study visit, measurement and current value and enter the
new date and time of the measurement. Please enter the reason for revision and

confirm with <Next>.The following screen will appear:
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X BER Charviaw Data Correction Request Summary and Submission
% ‘New DCR ) Please select
P oot SUpport Recipient: Data Management
Sender: Dr_ Jim House
Date / Time: 06FEB2015 13:06:10 State: Created
Content

eRT Clinical Services

*
Data Correction Form Q E R I
Gatting It Dana. Right.

Protocol SIMULATION STUDY 01

The DCR was submitted electronically via the MasterScope to ERT.
NOTE: Only send this form to the email address below if you need to provide additional documents!
If you have further documents in addition to this form please send these together with this form to:
DCVSCS DATACLEANING@ert.com

DCR#: <800154-DCR-028933-000001>

Once completed click on <Submit>. The system will now ask you for your
fingerprint to confirm the correctness of the requested changes and to sign the
DCR electronically.

' Submit

ERT - MasterScope CT

Fingerprint confirmation.

With using your fingerprint you confirm the correctness of the requested
changes and submitting the DCR electronically to ERT data management.
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