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european network for parkinson's disease

EuroPa is a non-profit, cooperative About EuroPa
network of experts from European
medical centers aiming at the improve-
ment of clinical research and treatment
far persons with Parkinson's disease. A
growing central database of Parkinson
patients fram all participating countries
will facilitate the work of EuroPa as a
European clinical research and trial
canler.

Members
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&
& Aetivities
&
@

Parkinson’s Disease

The establishment of EuroPa is fun-
ded by the European Commissian. &% Internal

1. Introduction

This manual will help you using the EuroPa patient registry online application. By means of this
application you will enter patient data into the central database — the EuroPa patient registry and
administer the records of your centre.

The manual will show you each step that is necessary to create a new record, to complete the minimal
data set and to manage and update the patient data once entered.

1.1 System Requirements

No special software needs to be installed on your PC in order to enter data in the EuroPa patient registry.
The required application software is implemented at the central server in Marburg and will interact with
you via the Internet by means of a normal web browser (e.g. Microsoft Internet Explorer).

So, all you need is a PC that is connected to the Internet and has a current browser installed.
System recommendations:

Windows, MacOS or Linux operating system
Browser Microsoft Internet Explorer version 5.x or later or Netscape 4.7 or later, ideally 6.x or later.

Your browser settings are important:

JavaScript must be enabled, your browser must accept cookies and SSL must be activated. If possible,
the cache should be set to zero (for security reasons). You can deactivate Java and ActiveX. For
assistance, please ask your local system administrator.

1.2. General Information for Participants

As you know, you use the software via your web browser. Certain features (e.g. window appearance,
menus, printouts) can vary slightly depending on the type or browser version you use. However, all
essential functions have been tested with all the different standard browsers.
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For data entry, a new fixed-size window opens. The advantage of this is that the user interface always
looks the same, whatever PC and monitor you are working with. In addition, the browser's command
elements (back, print etc.) are hidden when this window appears.

When you use the program, you should only use the buttons in the EuroPa user interface — don’t use the
browser buttons. Otherwise, it is possible that not yet saved data will get lost.

By clicking on the “CANCEL” button you will always get one step back to the previous window. By clicking
on the “CLOSE” button, the current window will close and you can proceed with the next step. By clicking
on the “LoGgouT” button, you will be logged out completely of the application. You have to enter your
password again when you want to continue with data entry. The EuroPa software buttons always appear
at the top of the window.

There is an additional security feature. If there is no contact with the server for more than 20 minutes, you
are logged out automatically. This measure will ensure that no unauthorised person gain access to the
database and make any changes to your records in case you have to leave your desk without having
logged out first. If you are logged out automatically, any data that you have entered in forms but not yet
saved (click on “SAVE”!) may be lost. If you need to look something up or leave your desk, save the form
first (even if it's not complete) and then open it again later. Data entered into the forms in your browser
window will not be saved at the central server right away. You need to click on the “SAVE” button in order
to start the data transfer to the database. Consequently, if you know that you will be interrupted from
active data entry for a while, save your data first by clicking on “SAvE”.

2. Patient Data Entry

2.1 Access from Web Site
You can access the application via the EuroPa website:

http://www.europarkinson.net

Under INTERNAL you will enter the password-protected area that only EuroPa participants can access.

#2 EuroPa - Internal - Netscape =13l =l
File Edit Wew Go Communicator Help

e ——
ﬂ euroPa
Aboiit EuroPa Members Activities Publications Parkinson's Disease Internal

Patient Registry Internal

Training Mode

Cdwonts Access to the internal area is anly available for project participants,

funded by the
Europear imprint webmaster top
Cammissian

Using the links on the left side you can access the EuroPa patient registry, the training mode or the area
to download documents.

The INTERNAL pages lead either to EuroPa documents that are available for download, to the registry
training mode where no valid patient data will be entered or — the EuroPa patient registry.
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By clicking on PATIENT REGISTRY ENTRY you will enter the EuroPa patient registry.If you have not yet
received a user ID and password, please contact Regina Wick (wick@staff.uni-marburg.de).

Please use only this route to access the software. Otherwise the windows may not open in the size

intended. We may also change the (hidden) address of the application.

2.2 Login

In order to log in, user name (ID) and password are requested. Your user ID was assigned to you along

with your password.

. Enter user name (exactly as received. The user name is case-sensitive)
. Enter password
. Click on “LoGIN”

¥ welcome to the data entry in the development mode! {(¥ersion 1.6) - Mozilla

=10l x|

File Edit Wew Go Bookmarks Tools  Window  Help

&

e

euroPa

european network for parkinson's disease

Welcome to the data entry in the development mode!

This area is nan-public and accessible for registerad users only.
| Memhbers of the EuraPa netwark can apply for user registration and authentication.

Ifyou are a registered user, please enter your user-1D and passwoard in the respective fields.
When yau enter for the first time you will be required to change you passward. At fallowing logins you can change
the password when manually using the "change password” button.

User-ID

Fassword

Login | Change pazsword |

The Login page to the EuroPa database.
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2.3 Change Password

When you log in for the first time, you will be asked to change your password first. This will ensure that
you are the only person who knows your password.

5 Welcome to the data entry in the development mode! {¥ersion 1.6) - Mozilla

=10/

Fie Edt Vew Go Bookmarks Tooks ‘Window  Help

4

euroPa

european network for parkinson's disease

Welcome to the data entry in the development mode!

PIWD_CHANGE_TEXT

User-ID
0ld password
Mew password

Caonfirm new password

Login| Cancel

you are prompted to change your password again.

You get to the page for changing
your password:

a) automatically the first time you
log in,

b) by clicking on “CHANGE
PAsswoORD” on the login page (2).
For security reasons there are
minimum standards that your
password must meet:

The password must be at
least eight characters long
and must contain at least
one special character
(digits, full stop, hyphen
etc.) It may not be identical
to the previous password.

At intervals of three months,

After three incorrect entries, your password is locked. If this happens, please consult the registry

administrator who can assign a new password to you.

Please also observe the practice directions (SOPs) as regards choosing your own password.

2.4 Welcome Page

% Welcome to the data entry in the development mode! {¥ersion 1.6) - Mozilla

Fie Edit Yiew Go Bookmarks Took  iindow  Help |

=101x]

Date 28.02.2003 1549

¢ Welcome Help
/-_7 [‘UTDPa Investigator  Busanne Schneider

Logout

Statistics Reports

—

Messages

MNew Patient Select

Welcome to the data entry in the development mode!

‘fou can

= enter 3 new patient (press <MNew Patient= Button)

& change patient data (enter respective PID and choose <Selects)

& ook atmessages as the case may be compose a message (<Messages= Button)

& ook at reports (<Reports= Button)

* Inok at general statistics (<Statistics> Button)
Please do remember that you are responsible for the personal data of vour patients. They have o be handled according to vour national data protection
regulations.

This is the opening page for
data entry. It serves as a central
point for various page groups:
messaging, help and statistics
views. If there are any new
messages, these are displayed
in a new window straight after

logging in.

At the top left, you can see your
name and the current date.
Always check these details first
to make sure you haven’t
inadvertently logged in to the
wrong account. The “LocgouT”
button here and in other
windows logs you out of the
system immediately. Changes
are not saved. Please, log out
whenever you leave your

computer so that nobody can use the system under your name. After twenty minutes without making
contact with the server, you will be logged out automatically (timeout). If this happens, you will also lose
any unsaved changes!

From your user ID, the system recognises which centre(s) you have access to. The “New Patient” button
lets you enter a new patient and create the according patient record. In order to access an already
existing patient record, enter the patient pseudonym (PID) into the free text field. Then click on “Select” to
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view the according record for the patient.By clicking on the “HELP” Button you will always receive
additional information and explanations for the features available at the current page.

“STATISTICS” and “REPORTS” will be explained further below.

From anywhere in the programme you can go back to the Welcome-page by clicking on the “WELCOME”
button.

2.5 Selecting a Patient

5 Welcome to the data entry in the development mode! (Version 16) - Masila -iox| To select a patients record from the
Fle Edt Wow Go Bookmarks Tools Window Help |

database, you need to know his or her
el L pseudonym (PID). Enter the
Exfishe § i [ WECSEEES pseudonym in the input field and click
rewroiend § (ZTEQ s on “Select”. If you do not have access
Welcome to the data entry in the development mode! rights for the selected pseudonym or a
record under this pseudonym does not
« onter 8 et (rese <Hows Patiente Bty exist yet, you will see an error
® cthange patient data terter respective PID and chonse <Select=)

® ook at messages as the case may be compose a message (=Messages> Button) message
* |00k atreports (<Reports= Button)

® |00k at general statistics (=Statistics= Button)

+| Please do remember that you are responsible for the personal data of your patients. They have to be handled according to your national data
protection regulations.

¢ Date 280220031542 Wiglcome

—_—
/-___7 euroPa Invesiigator  Susanne Schneider

+| Youcan

Steps for patient selection:
- Enter the patient’s pseudonym (PID) into the text field
- Click “Select” or press enter
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2.6 New Patient (Create Pseudonym)

In order to enter data of a certain patient for the first time, a pseudonym needs to be allocated. You will
first enter the patient personal data (core data). Only after all mandatory fields (those that are underlined)
are filled in and a signed patient consent can be confirmed, a pseudonym can be allocated.

'ﬁf Welcome to the data entry in the development mode! (¥ersion 1.6) - Mozilla ;Iglll
File Edit Wiew Go Bookmarks Tools ‘Window Help |
¢ bate ’ 28022003 . Welcome Help Logout
ZuToPa Mestioator Susanne Schnelder
“/_7 Back

Gender © Female ¢ Male
Tille —
Lastname I—
Firstname I—

v Middle Initials —

Adress
oy —
Zipcode I—
Country I <Please choose> ;I Others I
Birth
Birthdate T I dammuy
Birthplace —
Birthcountry | <Please chaose> x| Others |
Consent
Patient-Consent ™ The patient has signedthe consent.
Cancel I Generate Pzeudonym and Print I@I

After completing all mandatory fields, click on “GENERATE PSEUDONYM AND PRINT”. A new window opens
with a print view of the core data and the pseudonym (PID) allocated to the patient. Confirm the print
message that appears automatically, and the sheet will be printed out.

The patient personal data will NOT be stored in the database. The only information that will later be
transferred to the central server is the pseudonym. Therefore, make sure that you will be able to re-
identify the patient later on. Save the print out with both information, the patient’s pseudonym and his/her
identifying data at a safe place at your centre.

The window that appears after a pseudonym has been allocated also contains a separate text field with all
personal data listed, separated by semicolons. You can copy this data and paste it into a different
programme, for example Excel. This will give you the opportunity to create your own little database for re-
identification purposes. Please make sure that those data are not stored at a computer connected to the
Internet. You have to follow you local data protection guidelines and security policies for data mangement.
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Welcome to the data entry for the EuroPal {¥ersion 1.6.10) - Netscape

& Project: EuroPa
Date: 01.04.2003

—
euroPa
/"7 Investigator:  Dr. Friederike Herz

Pseudonym pzsd44

=10l

Country:  Spain
Center:  Barcelona

New Patient

The patient has signed the consent.

Gender male 2]
Title — Drucker
LastMame Strada [
Hame:
First Mame Ricarda i Bt
Middle Initials M. Typ: HP Laseret 4200 PS
City Barcelona Fommentar: HP 4200 DTH
Zipcode 08036 [T Ausgabe in Datei umleiten
Street Casanava Mo, 2 — Duckbereich Exemplare
Country Spain % Alle Anzahl der Exemplare: |1 3:
L B -
v Sortieren
Diate of hirth 01.06.1902 £ Markisung o
Flace of hirth Madrid
Country of kirth Spain 0k | abbrechen |
Close
EuroPa; 01.04.2003; Dr. Friederike Herz ; Spain; Barcelona; pzs444; male; ; Strada; Ricardo; M., Barcelona, ;I
08036; Casanaova; 2; Spain; 01.06.1902; Madrid; Spain; Ll

Core data and the pseudonym (PID) allocated to the patient can be printed using the print menu (“Ok’-

Button).

Steps to enter a new patient

. Click on “New patient”

. Enter core data for the new patient

o Complete all fields, paying attention to formats
. Click on “GENERATE PSEUDONYM AND PRINT”

o Confirm print message

o Close print preview by clicking on “CLOSE”
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2.7 Examination Date

Next, you will enter the date of examination when the patient was recruited for the EuroPa patient registry.
It is either the present or an earlier day. Future dates are not possible.

£ Wwelcome to the data entry for the EuroPal {¥ersion 1.6.10) - Netscape T e 8 ] |
File Edit Yew Go Communicator Help
FAEEH LFEEA FUTY
& Project EuroPa Country Spain Wielcome Help Logout
S———rT5Pa Date 01.04.2003 Centsr Barcelona
,.‘-—"'—7 Investigatar Dr. Friederike Herz Back

Include the patientinto the database:

Flease enter date of examination and recruitment for the registry for
Fatient wyal3g

The pseudanym (PI00 will then be stared and a patient record he
created.

|U1 -|U4 -|2002 dd.mm.yyyy

Sa\rel
Cancel |

|Docurment: Dore E o 7 4

The new patient (and his or her PID) is transferred to the database only when you leave this window by
clicking on “SAVE”.

As soon as the PID has been added to the database a notice of success is presented to you.
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Welcome to the data entry for the EuroPal {¥ersion 1.6.10) - Netscape e 1Ol x|

File Edit “iew Go Communicater Help

T D-_/
" Project EuraFa Country Spain Welcome Help Logout
suroPa Date 01.04.2003 Center  Barcelona
_,..—4"-7 Investigator Dr. Friederike Herz  Patient wal36 Back
Notice

The PID has been added to the database successfully.

 Continue |

After the PID has been added to the database successfully this notice screen is shown.

. Enter date of examination
. Click on “SAVE”
. Acknowledge with “CONTINUE”

2.8 Matrix (Patient Record Overview)

= welcome to the data entry For the EuroPad (Yersion 1,610} - Hetscape : =10 =

. Projec Eunia County Spsin Welcame Help Legoul
*h—__a.mpa Dratn 071,04 2003 1349 enlar  Sarcelnna
____,.--""-? bvesligator D Friederike Berg  Falient  wai 36 Bl Paligri I Salect

Fatigrl Exif

Flannad Yisils 0402 Mestwsil
Ciata aniry -

Patient Data

himcal Dala

O
Previous Drug
Expnsure 0
Current D 0O
Trealmernd

O

Clinieal Trial Hislory

The matrix (patient record)

Now, the new patient has been entered into the database with his/her referring pseudonym and the date
of examination. The window shows an overview of all forms for the current visit.

The matrix (patient record overview) is the central point for data entry. The matrix, composed of symbols

or icons in the centre of the window, gives you a quick overview of the status of the various forms. Part A-
E of the minimal data set have been transferred into separated forms that can be opend and completed in
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any order. The “PREVIOUS VISIT” button (which is shown only when there already are previous visits, see
below lets you view any preceeding visits. For a each visit a new set of forms will be provided. Visits are
shown next to each other.

The appearance of the icons will change with respect to the status of the forms (completeness,
comments, queries etc.). For further information consult the “icon legend” which you can find using the
“HELP” Button on the top of this page. Clicking on an icon opens the according form.

In the header region of the window, participant (your name), date, centre and from now on the patient
pseudonym should all be displayed correctly. Once again you can see the “LocouT” and “CANCEL”
(discard changes and return to welcome page) buttons. If you want to log off and leave the system,
please always use this button rather than closing the window or exiting the browser program. Finally, you
can also switch to a different patient record by entering the pseudonym in the text field clicking on
“SELECT”. A new patient will always be entered by clicking on “NEW PATIENT".

. Check details in the area at the top

. Click on the form you want to edit or

. Switch to other patients by entering the PID and clicking on the “SELECT” button or
. Return to the welcome page by clicking on “CANCEL” or

o Click on “LoGouT” to log yourself off and leave the input area

Create New Visit

For the EuroPa patient registry it is required to examine each patient at least once a year and to fill out
again the minimal data set. Therefore, a case visit plan has been implemented in the registry application.
In order to define a new visit for the patient, click on the “NEwW VISIT” button. The date of the new visit
should be the date, when the patient will be seen again for a new EuroPa examination.

# welcome to the data entry for the EuroPal (¥ersion 1.6.10) - Netscape et e =10 x|
File Edit %iew Go  Commuonicator  Help
i b-_/
& Project EuroPa Country Spain Wieleorme Help Logout
~———5Pa Date 010420031349 Center Barcelona
,..—-"‘"‘7 Inyestigator Dr. Friederike Herz  Patient  wal36 Back

MNew Patient I Select

Next Visit Date

Please enter the date forthe next
wigit:

{31 Joz  -Jz003
dd.mmnnay

Save |
Cancel |

For a new visit the examinitation date has to be entered and saved.
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Welcome to the data entry for the EuroPal (¥ersion 1.6.10) - Netscape M -0l x|
File Edit Yiew Go Communicator Help

‘f Froject EuroPa Country Spain
01.04.2003 Center

— Suca bee 13:48 Harcelona

Investigator Dr. Friederike  Patient wal 36 Mew Patient | Salact
Herz

Welcome Help Logout

Fatient Exit

Flanned visits i 310303 Mexwisit
Diata entry 01.04.03

Personal Data D

Clinical Data

Prewious Drug
Exposure
Zurrent Drug
Treatment

Clinical Trial History

After having added another visit the most recent is shown in the patient matrix.

Welcome to the data entry for the EuroPal (Yersion 1.6.10) - Netscape M fE |EI|5|

File Edit Wiew Go  Commuonicator  Help

ﬁ Froject EuraFa Country Spain
01.04.2003 Center

A
“‘__,.—-7 euroPa Late 1343 Barcelona

Investigator E;;riederike Fatient vyal 36 Mew Patient | Solact

Welcome Help Logout

Fatient Exit

Flanned Visits 01.04.02 310303 MNextwisit
Data entry - 01.04.03

Fersanal Data D

Clinical Data 0

FPrevious Drug
Exposure
Current Drug
Treatment

Clinical Trial History

The complete patient matrix (in the example containing 2 visits) is shown after having used the “Previous
Visit” link.
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2.9 Form

ﬂf ¥Welcome to the data entry for the EuroPal (Yersion 1.0.0) - Mozilla ] [

File Edit Yew Go Bookmarks Tools  Window  Help

i b @ \a :§§ |& https:,l',l'iasg.brainmedia.de,l'cgi-bin,l'webObjects,l'DataCapture.woa,l'1,|'wo,lj ‘é‘,Search| [P:it A
i

Back Forward Reload Stbp
" Project EuroPa Country  Germary Walcome Help Laogout
,‘__.____7 guroPa Date 14.03.200313:18 Center  Marburg
Imvestinator D, Tamara Appelt Fatient  ijk147 Print Back
D Queries Comments Audit Trail

A Personal Data Documert-r, 49 -2

1. Date of Birth Comment
IDB _|1 925 | mmoyy Query
2. Gender Comment
female male Query
&
3. Date of examination Comment
I _I _I dd.mm. ey Qery
4. Diagnosis Commert
I iFD j Query
if OTHERS: specify I
5. Time of symptom onset Help
leave MM empty if not known Comment
I -I2IJDEI MMy Query
Cancel | Sawe and Print | Save | " Check data
Date; 14032003 13:21:41  Investigstor: Dr. Tamara Appelt Patient: k147 Yisit 14032003
Project: EurcPa Center: Marburg  Form: Perzonal Data Documert-pre. 49 - 2
5% Eb 2 E3) & | pone | =54 3|

The structure of a form: header, footer and questions.

This is the first form in which the examination results are entered. In the upper region (form header) the
familiar details and buttons appear again. Additional buttons refer to the present form: Print, Comments,
Queries, Audit Trail. To the right, next to the questions, there are buttons for Help, Comment and Query .
For more details see below.

Once you have filled in a form, please make sure to click on “Save” or “Save and Print” in order to transfer
the data to the database. Otherwise, the data will not be stored and could get lost. After having submitted
a form, you receive confirmation that your entries have been saved. Here you can choose whether you
want to jump directly to the next form (if Next Form is available) or back to the matrix (if Next Form is
unavailable).

. Enter answers and/or click on to answer
3 If required, enter or view comments
. Save form using “SAVE” or “SAVE AND PRINT” if a print out is needed

2.10 Buttons - specific for forms

The buttons for “QUERIES”, “COMMENTS”, “AUDIT TRAIL” lead to overview windows that supply views of all
actions that have taken place in this open form. The buttons are located at the top edge of the form in the
header area, as applicable.
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2.10.1 Queries

Queries are a tool for Monitors and other authorised users, for example to conduct follow-up
investigations into unclear entries. These are therefore questions that are put to you as an examining
doctor and which you can a) view and b) if they apply to you, answer. In the “Queries” window, you can
see an overview of all queries and the answers in response to them that have been created for the entire
form.

uery {¥ersion 1.6.10) - Netscape it i i [m]
& Project EuraFa Country Spain Close
——=TToPa Date 01.04.200314:57  Center  Barcelona
_.‘-"""‘—7 [vestigator Dr. Friederike Herz  FPatient  wal3f :
Print
Form Perzonal Data
Participant Date Value
1. Date of Birth
Gluery
Dr. Friederike Herz 01.04.200314:18:39 Are yod sure the Date of Birth is correct?
AMSWER
Dr. Friederike Herz 01.04.2003 14:25:12 ¥es
4. Diagnosis
GClueny
Dr. Friederike Herz 01.04.2003 14:56:04 Please check again whether iPD is still valid!
5. Time of symptom onset
Clueny
Oir. Friederike Herz 01.04.2003 14:596:41 In case iPD is no longer valid please correct time of
syimptom onset

Using the “QUERIES™-Button at the top of the page an overview is shown of all queries and corresponding
answers of the form you are currently looking at.

. Click on “QUERIES” button, browse the overview
. Click on “PRINT” to print out the list or
) Click on “CLOSE” to close the window
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2.10.2 Comments

Every participant of a centre can enter comments. Comments are used to either leave remarks for unclear
answers or to ask questions to yourself or other participants. All comments entered for the present form
are shown in an overview.

¥ Welcome to the data entry for the EuroPal {¥ersiol - |EI|1|
File Edit Wiew Go Bookmarks Tools ‘Window Help |
ﬁ hd ’@“ \a :gg |& https: ffias9,brainmedia, defcgi-bin/WebObjects/DataCapture, woal 1 fwoffC j é‘Search| r':i hd
Back. Forward Reload  Stop Print
" Froject EuroPa Country  Germany Welcoma Help Logout
’/_7 euroPa Date 14.03.200312:39 Center  Marburg
Investigator  Dr. Tamara Appelt Fatient  hwila8 i Back
" Froject EuroFa Country Germany Close LIETY
2. Pan ——curoPa Cat= 14.03.200312:39 Center  harburg ot
: if YE ,/7 Investigator Dr. Tamara Appelt Patient il 58 —— mme
Form Clinical Trial Histony LErY
Investigator Date Value mmert
et
1. Interest in participating in clinical trials 4
Res Dr. Tamara Appelt 14.03.200313:03:49 ... enteryour comment!
Reset Entny
L
Cancel Sawe and Print | Sawve | ¥ check data
Date: 14032003 1224919 Investigstor: Dr. Tamara Sppelt  Patient: bei1358  Wisit 12.03.2003
Project: EuroPa Center: Marburg  Forme Clinical Trigl History - Document-Mr. 45 -9
ik £ 2 (B o3 | pone | l=pa|

In the header you find the “COMMENTS™-Button to see all comments to the question in the present form.

. Click on “COMMENTS” button, view comments
. Click on “CLOSE” to close the window or
. Click on “PRINT” to print out the list
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2.10.3 Audit Trall

The Audit Trail is an overview of all changes that have ever been made to any questions of the present
form. It is important e.g. for studies and forensic purposes, in order to be able to retrace what was
changed by whom and when, and what values (see screenshot of the AuditTrail below) the fields used to

contain.

B¢ Welcome ko the data entry for the EuroPa! - |EI|1|

File Edit ew Go Bookmarks Tools ‘Window  Help

4- - ‘§§w | J!; https:jias9. brainmedia. defogi-bin/webObjectsfDataCapture woay L fwofal j é_,Search| [:i <
Back Forward Reload  Sktop Print

& Project EuroPa Country Germany Welcome Help Logout
”’7 euroPa Date 14.03.200313:13 Center  Marburg
Investigator D Tamara Appelt FPatient  lwil 58 Print Back
O Glueries Comments

B Clinical Data

Document-Mr. 42 - 3

T = Audit Trail (¥ersion 1.0.0) - Mozilla o ] 4
Forp
& Project EuroFa Country Germany Close
ruroPa Date 14.03.200313:13 Center Marburg
2. UPDI _/'—7 Investigator Dr. Tamara Appelt Patient  wi158 )
Use t Farrn Clinical Data Print
3. UPDI| Lastedited by Dr. Tamara Appelt First edited by: Dr. Tamara Appelt it

Forp| Lastedited aon: 13.03.2003 14:12:06 First edited an: 13.03.2003 150424
Audit Trail
Fori| Imestigator Date Value
diag | IfYES: specify.
Cr. Tamara Appelt  13.03.2003 15:12:06 Ihsomnia yes
4. Moto Daytime sleepiness no -
REM hehaviour disorder no
DOr. Tamara Appelt  13.03.2003 151057  Insomnia yes
If YE Daytime sleepiness yes t
1 REM hehaviour disorder yes
’ DOr. Tarmara Appelt  13.03.2003 15:04:24  Insomnia yes
2. Daytime sleepiness yes
REM behaviour disorder
5. ONp it

T

e il o2 B3] o | https:/ias3.brainmedia.defcgi-bin/Webobie. .. fwo/aCv?nadhhY TDBMEH:93WDM23,5.43.5.2.3. 1

-
el

Tthe Audit Trail of a form displays all changes made and saved.

. Click on “AuDIT TRAIL” to see the overview
. “PRINT” to print out the list or
. Click on “CLOSE” to close the window

2.11 Buttons for Specific Questions

The buttons found next to the questions offer functions related to the particular question or question
group. There are buttons for “HELP”, “COMMENT” and “QUERY”.
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2.11.1 Help
Behind the “HELP” button you will find further information and instructions for the particular question. If you
are ever unsure how to answer a question, first of all check to see if the “HELP” can clarify the situation.

“Bf Welcome ko the data entry for the BuroPal [Version 1.0.0) - Mosills =10] x|
Fe Edt  View Go Gookmerks  Tooks  Windee  Helo

E‘aﬁ v 2 A B B vl ormeds drco briweobibtacatus sl -] 2. Search = i

& o) Eurofa riry  GErnEny Waltamae Halp Logau
Flrnpa 1G] e B B Ta T L B R P A w Rl amn
e 1 Help (Wersion 1.0.0) - Mozilla B =101 = Rack
|'_"| Close Prird
A _Patient Data Time af symgHam onset _
1. Date of Bink CanmEnl
UK Parkinson's Disease Society Brain Bank ey
2, Gender Criteria for idiopathic Parkinson’s Disease Comme
-l (modified) Step1 Diagnosis of Parkinsonian Syndromes Sradrkinesia Query
F L5 (slowmess af mifiation ofvalurdary moverment wilh progressma redudlion in
3. Date of examination speed and ampliuga of repetative actions) And &t least ona af the fallawing Cormmen
Muscular rigidity 2-6HE rést rernor Postural instabilit nol caused by primary
wisual, vestibular, censbhellar or propriccepiiee dysfuncbion. Query
4. Diagnosis Coenimen
ey
if OTHERS: specify
5. Time of symptom onsel Fels
Iz B0 L"npl:,r i nol knawn
| JE00Z e ity
Cancal | Sawve and Frint ] Senve | F check data
Deles 18 0320031242534 rvestigetor D, Tamana Appet Paliend: kil S8 WisE 135 00,2006
Project: BuraPe  Cemier: Maturg Foem: Perzonsl Dets
cEpe il w5 [F3] o | hetps:ihase,beainmedia, defogi-bintwebobiact., mlPvISAEdSbATURZOMN 7,23, 1.5, 19,4, 1.9.0, 1.5 | -lD:-uj

A form and a separate ,,Help“-window which is opened after having used the respective button.

o Click on “HELP”
. “PRINT” the help text, if needed
. Click on “CLOSE” to close the window (return to the form)
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2.11.2 Comment
You can write a new comment here. If you only want to read existing comments, click on “COMMENTS” in
the upper area of the form window.

¥ Welcome to the data entry for the EuroPal (¥ersio - |EI|1|

File Edit “ew Go Bookmarks Tools  ‘Window  Help |

ﬁ - ’@« \a ‘§§, |& https:,l’,l’iasg.brainmedia.de,l’cgi-bin,l’WebObjects,l’DataCapture.woa,l’l,l’wo,l’FCj é‘Search| ;':it 7
i

Back Forward Reload étbp
" Froject EuroFa Country  Germany Walcome Help Logout
’/_7 euroPa Date 14.03.200312:39 Center  Marhurg
Investigator  Dr. Tamara Appelt Fatient  lwi158 Print Back
D _ Glugries Comments Audit Trail
¥t Comment {Yersion 1.0.0) - Mozilla — IEllll |
| £ clinical Gloss
1. Interestin Comment
Please enter your comment:
2. Participat Comment
f . 1. Interest in participating in clinical trials
if YES: s Query
. BENLEr YOUur commnent l
Comment
Inte ation date Query
Elfc -I dd.mm.nnny
Reset Entny
Sawve |
Inte ation date
I_ 1 LTy § LETTTTITTETEDT I _I _I dd.mm .y
Reset Entny
> M
Cancel Sawve and Print | Save | " Check data
Drate: 14032003 12:4919  Investigator: Dr. Tamara Appelt Patient: bei158  Visit 12.03.2003
Project: EuroPa  Center: Marburg  Form: Clinical Trisl History  Document-Mr. 45 -9
6 £L 2 E3) @3 | hitps:/fiasy.brainmedia.defcgirbin/itebObject. .. AbmlIPy0BABAbbATUIGEG/25.23.1.5.19.0.1.9.0.7 | =@

On the right hand side you find the “COMMENT -Button to enter a comment to the respective
question/answer.

. Type a comment
o Submit by clicking on “SAVE” or
. Cancel by clicking on “CLOSE” and close the window without saving the comment
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2.11.3 Query

As an examining doctor this button gives you the option to answer a query (Monitors enter their queries
using this button).

. welcome to the data entry for the EuroPal (¥ersion 1.6.10) - Metscape - i o ]
File Edt View Go Communicstor Hel

Praiact EuraPa Coundry  Spain

il

euroPa Date 010420021419 Center  Barcelana

..--'"""'-7 Investipator Dr. Friederike Herz  Patient  wyal 36 Plews Palient Selact

Welcome Help Logout

Fatient Exit

Flannad Yisits Previous 31.03.03  Mexvisil
Diata eniry WISl 4 peos

Fatient Drata -

Clinical Data

Frevigus Drug
Expiosure
Currant Drug
Trestment

Clinical Trial History

Patient matrix with an open (unanswered) query.

EWHleuﬂ to the data entry lor the EuroPal (Yersion 1.6.10) - Netscape . i i -_ ;IEI_.
Fle Edt View Go Communcator Help

. & Project EuroFa Couniry  Spain Welcome Help Lagaul
—————
‘-‘.__-__.7 euroPa Dae 09.04.20021418  Center  Barcelona _
lrvestiator O Friederike Herg  Patient  wal 36 Prrinit Back
L Queries  Comments  Audit Trail

A Patient Data Docoment-Ho. 310 - 3

1. [Dkale of Birth Comment
T (T .m
2. Gender Camment
famala male Cuary
[ f*

Respective form with an open (unanswered) query indicated by the question mark. The query to question
1 is shown and can be answered by pressing the “Query”-Button next to it. An overview of all queries to
this form is shown when using the “Query”-Button at the top of the page.
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ueries and Answers (¥ersion 1.6.10) - Netscape dhil |EI|1|

Clase Print
1. Date of Birth
GQuery fram Cr. Friederike Herz
Are you sure the Date of Birth is correct? ;l

Flagss anter your answer!

Save answer |

Query to question 1. and possibility to compose an answer to it which is saved by using “SAVE ANSWER”,

:E:{.’__-'welc-:-me ko the data entry for the EuroPal (Yetrshon 1.6.10) - Metscape s i ) ; = ||:||£|

File Edi View Go Communicstar He
- ﬁ' Project EuraPa Coundry Spain Welcome Helg Logout
—— curoPa Date 01.04.200214:1%  Center Barcelana
__,..-"""'—‘7 Imvestigator Dr. Friederike Herz  Patien?  wal36 ey Patient Select

Fatient Exit

Flannad Yisits Previcus 310303 Mesdvisit
Diata entry IS g pana

Patient Data

Clinical Data

Frevious Drug
Exposure
Current Drug
Treatment

Clinical Trial History

Patient matrix where all queries have been answered.

. Click on “QUERY”

. answer a given query in the answer field

. Click on “SAVE” to save in the database or

. Cancel by clicking on “CLOSE” and close the window without saving the comment

Page 20 of 23




2.12 Validity Checks

To minimise the likelihood of erroneous entries in the EuroPa patient registry and thereby increase data
quality, a number of checks have been implemented that point out any improbable or incorrect data to you
when you save a form.

B Weloomme bo the data entry for the EuraPal {Version 1.0.0) - Metscape . =1 =]
Bl Edt ‘Wew G0 Commenicatoe Help
% wlf " Eookmarks f Location [aipsard beskwredia dedog binwiebO biect D alaC aphwe woa T fe ooPo e FLE Dripma G M A1 111 8011111 i - |
T T
& EumFa int Jarmany Walkome Help Logout
,--"""""—7 EuroiPa [ 14032002 110 nler Marburg
tigat Dr_Tamarz &opelt Faliert  bil5a Back
Patient Data
Please check following entries befare sawingl
1. Dafte of Birth Comimant
hgery
1% the: palienl younger realy Lhan 359
ER ET
2 Gender CoamaTecit
femalke male [
= O
3. Date of exarnination Comeeine
I 1 .I ¢ ey Drary
4. Deagnosts Commant
| <Plas=sa thogsa- =l Duery
f OTHERS: sperity [
5. Tiene of syamgdom onset e
g WM @mpls if fol Sreari P
I -|200Z LAy P Ousry
Cancel | | Saveand Print | Sawe |
o 14 ¥ 1 sy mgae Iv. Tamany fppss [ S b e ]
Arigect: BurePa Cunlar. Misasg Farm: Passondl Dale
K1 | _l_I
& == [Document: Do L S R (T Y £

Validity check findings are marked red and become visible after saving the form.

Checks will concern formats (for example, you cannot enter “30th February” as a date!), and logic,
probabilities and limit values (e.g. UPDRS Il can not be negative or larger than 66).

By default, the application checks each form when it is saved against these predefined rules. If
discrepancies or errors are present, the form is reloaded with red markings to show you where the errors
are and what the problem is (almost always in plain text). Please correct erroneous entries and click on
“SAVE” once again.

If there are problems or real discrepancies that cannot be resolved at that time (e.g. a patient does not
meet a certain criterion, but you want to check this afterwards), you can circumvent the form-checking
feature by clearing the “Check Details”-checkbox at the bottom right in the form footer (no tick in the box).
By default, this checkbox is set (tick in the box) each time a form is loaded.
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& Weloome to the data entry for the EuroPal (Yersion 1.0:.00 - Mozilla S0 =100 x|
Fdx Edit wew Go  Bockmarks Took  ‘Window  Help

. P :
i- - il j" ;; |£¢ hJ::ls;,ll'lai‘?.h'errreda.I:'E|'n:-;|-hrrfJthttSMﬂeLmus.maflﬁuajKj _::_l_i-:al:h. F'r—rt i

Back, Fosvaand Redngd

‘r Tl EdroPs Ir Gammany Walbaime Heky Lagoua
ﬁ-,._‘_._? curoiPa Cale 14.01. 70031738 f Warbirg
I lgat Or. Tarmara Apgell fl hail S0 Hack
A Patient Data
1. Date of Blrth CmrmEnt
1z .E[Il:l[l Ll L Zumy
2. Gender iRt
famale maka Guery
LA
1. Dare of examinalion Ot
'| '| LT IRy
4. Diagnosis Commant
tPlease choase: El [rn
if OTHERS: specify
Hiip

G, Time of symplomn onsel
legree MR @miply o ral krinsen pa——

|:- o
FI02 e Gy

Cancel | Seva and Frint Sauk

Dt 14 032003 124224 nveshgelor Or. Tanarn Appel Paliend: il 28 isk 13003 2003
Froject EuscPa Coanler Mankarg  Forme Personds Deats

b i X @) @ | ooe
You can switch off the check functionality by un-ticking the box.

This option can also be useful if you have to stop work or leave your desk in a hurry but want to save the
entries without doing any checks (‘fast save’): in this case, clear the ‘Check details’ checkbox, click on
“SAVE”, click on “LoGcouT”, and that’s it! However, disabling the validity check should be used as an

exception only!
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2.13 Print, Print Dialog and Print View
There are two ways to print out each form:

The “PRINT” button in the header prints the last version saved in the database (you will find this button

only when the form has already been saved at least once).

The “SAVE AND PRINT” button first saves the form with all data that you have added or modified, and then

prints it. In both cases, a new print preview window opens, which you can close afterwards.

B¢ Welcome to the data entry for the EuroPal (¥ersion 1.0.0) - Mozilla - |EI|5|
File Edit Yiew Go Bookmarks Tools  Window  Help |
B?‘Zk hd Eommard 5 Rﬁd ji%p |\)!L https: §fias9. brainmedia. defogi-bin/webObjectsiDat aCapture woa)'1 fwoFC ﬂ é_,Search| ;ﬁz b ‘
& Project EuroPa Country  Germany Welcome Logout
_ﬂ euroPa Date 14.03.200312:39 Center  Marburg
Irvestigator - Dr. Tamara Appelt Patient  hwil a8 Back
O Queries Audit Trail
Rate YES with any score above zero on item 17 of UPDRE I comment 2
" yes & no Query
18. Currently on anti-parkinsonian medication Comment
& yes € no Query
19. Deep brain surgery Comment
 yes & no Query
20. First degree relative with PD or tremor Comment
™ yes & no Query
if YES: specify Comment
1.  parent @ onull ¢ yes  no Query
2. sibling @ onull ¢ yes  no
21. DMA sample available Comment
' ety
Cancel | Save and Frint Save | " Check data
Date; 14032003 12:32:47  Investigstor: Dr. Tamara Appelt  Pstient; i135 Yist: 12.03.2003
Project: EuroPa  Center: Marburg  Form: Clinical Data Document-fr. 42 - 5 -
e &b 2 E3 &3 | Done o]

The two possibilities to print a form.
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