EMPIRE

User Guide

Version: 2.0

Date: 27APR2015

Created by:
Institute of Biostatistics and Analyses

Faculty of Medicine, Masaryk University




Mu

HE_  EMPIRE: User Guide
IBA

Online Data Collection - General Information

» On-line data collection is based on a TRIALDB system developed on Yale University, Connecticut,

USA, which is widely used for this purpose.
» The system is user-friendly; all data will be entered using web forms analogical to paper CRF/DCFs.

» Data can be entered from any computer with Internet access equipped with a web browser

supporting communication secured with a 128 bit cipher.

» Itis not necessary to install any additional computer software.

» The database can be accessed only by authorized persons using their user name and password.

» Data in the database are anonymous. For each patient, a unique ID will be generated and the
personal identification of patients will not be possible. All requirements for personal data

protection will be met.

» All data transfer is encrypted and the system is designed to prevent their unauthorized use during

data transfer.

» Data will be stored on the central server on Masaryk University in Brno in Oracle 11g database.

» The technological aspect of the project, that is data collection, storage and backup and their
analysis will be provided by the Institute of biostatistics and analyses, Masaryk University, Brno,
Czech Republic (IBA MU). During the course of the study, data are owned by health care
institutions and are allowed to use them in any way. After the cooperation with the particular site

is finished, data will be withdrawn from the database and sent to the respective site.

» Database users can print the submitted patient forms.
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1 Database Connection

The database can be accessed from the website

http://empire.registry.cz/index-en.php

Please enter your username and password and click on the "Login" button (see Figure 1).

s TrialDB | A clinical studies data management system

togn [
Heso |
Login: enter your username
o
Figure 1. Connection to the database Password: enter your password

Click on "Login"

Comment 1: Web browser

To access the database, use the Internet browser supporting JavaScript and secured communication
(https protocol). Internet Explorer version 5.5 or higher or Mozilla Firefox version 2.0 or higher are
examples of such browsers. In this user guide, the web browser Mozilla Firefox version 27.0.1 is used

to demonstrate the work with the database.

After clicking on "Login" button, you will be logged in the system (see Figure 2). It is possible to start

work with the basic application window immediately (see Chapter 2, Basic Application Window).
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2 Basic Application Window

After you connect to the database, the basic application window will display (see Figure 2). This

window makes it possible to search submitted patient forms (see Chapter 4, Patient Search), register

a new patient (see Chapter 3, New Patient Registration), change your password (see A in Figure 3) and

display information about Helpdesk (see B in Figure 3). You can also find some additional information
under the Help button, for example list of drugs, Informed Consent Form, Health questionnaire
EuroQol etc. (see C in Figure 3). You can log out the system using the button "Log Out" in the upper

right corner (see red ellipse in Figure 3).

Current User: Access EN Test (TEST_IPF_EN) Current project: EMPIRE Time to log out: 59:59 Log Out

Search Patient Add New Patient Tools

Search patient

Form Last opened patients
Patient 1D Patient ID Opened date | Action |
Date of bith (66 IPF-XX01-001 19.02.2015 Open

gl IPF-X0(01-005 18.02.2015 Open
Sex IPF((01-002 18.02.2015 Open
Initials IPF-XX01-004 06.02.2015 Open

- IPF401-003 30.01.2015 Open

Physician "]

Site
Are you Czech user?
Validation result

Training patient

L [

Figure 2. Basic application window
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Current User: Access EN Test (TEST_IPF_EN) Current project: EMPIRE Time to log out: 41:28 - ‘ Log Out I.
|

Search Patient Add New Patient Tools

Search patient] Helpdes -

Form

Patient I

A

Change password Institute of BNgstatistics and Analyses offers to its customers

(Monday - Fri gam - 4pm) or e-mail.

Old password *

P Contact

Mew passwoaord *

E-mail helpdesk@iba.muni.cz
*
Re-enter new password Web hitp-ffwww.iba.muni.cz
Phone +420 549 498 281

Fax +420 549 402 855

* CZ-Informed consent
» CZ-EQ-5D-3L

+ ENM-Informed consent
« EN-EQ-5D-3L

HU -Informed consent
HU - Patient information
HU - EQ-5D-3L

..

PL - Patient information
PL-EQ-5D-3L

PL - EQ-5D-3L feminine
PL - EQ-5D-3L masculine

e e

« SK-EQ-5D-3L

« List of Bl drugs (PLEASE NOTE that the list of drugs might slightly differ for each country)

Figure 3. Initial page of the system

Comment 2: Automatic logout
When you are inactive for a rather long period of time, you will be logged out automatically.
To continue with your work, it is necessary to log in again. The purpose of this function is to prevent

unauthorized access to the system.

The log out time is displayed next to the project title in the screen header (blue ellipse in Figure 3).
You can select from these options when entering data into the forms:

a) Submit a new patient form (see Chapter 3, New Patient Registration)

b) Search submitted patient forms (see Chapter 4, Patient Search)

IBAO866_EMPIRE_user manual_v2.0_27APR2015
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3 New Patient Registration

By clicking the "Add New Patient" link (see red ellipse in Figure 4) in the initial page of the system, a
form to submit information about a new patient will be displayed. Please enter all required data in the
form, the system will generate a unique ID based on these data:
1. "Date of birth" of the patient has to be entered in the required form (dd.mm.yyyy), otherwise
the system will not accept it
2. "Sex" of the patient

3. Patient's "Initials", using first letters of name and surname (NS, NameSurname)

In the next step, please check or select the particular "Physician" (green parenthesis in Figure 4), the
particular "Site" (brown parenthesis in Figure 4) in which the patient had been registered from the
preset list and whether you are Czech user or not. If you only want to try work with the database, check

the box "Training patient" (brown rectangle in Figure 4).

By clicking the "Save" link (blue ellipse in Figure 4), a unique "Patient ID" will be generated. The patient
ID will be generated in the following form:
IPF-XX01-001 (see the Figure), meaning:

IPF - Project EMPIRE abbreviation

XX01 - Site acronym (country according to ISO 3166-2 + number of centre in that country)

001 - Patient order in the current site (generated automatically from 001 to 999)

IPF-XX01-001

Project abbreviation Site identification Patient’s order

The example of a new patient registration is presented in Figure 4.

IBAO866_EMPIRE_user manual_v2.0_27APR2015
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Search Patient Add Mew Patient Tools
MD AA

Add new patient

Patient ID

Date of birth (dd.mm.yyyy) * .

" MD zZ

Initials *

Physician * \EN TestAccess (CBA2) v |

cBa[v,

Are you Czech user? * |:|E|

Training patient
Search Patient Add New Patir .t Tools

01 -Site A

Add new patient

Patient ID

Date of birth (dd.mm.yyyy)* 111900 99 — Site 7

Sex”

Initials * HZ

Physician *

Site *

Are you Czech user? *

Training patient ]

Figure 4. New patient registration
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4 Patient Search

There are two ways to find the registered patient/patients (see the link "Search Patient", red ellipse in
Figure 5):

A) If you know the patient's ID, please enter this ID in the respective field and click the "Search"
button (see A in Figure 5). The record of this patient will be displayed.

B) If you know it was you personally who had registered the patient, please select the respective
site and click the "Search" link (see B in Figure5). Records of all patients registered in the
particular site will be displayed. If too many records are displayed, we recommend to enter as
many additional information about a patient as possible to limit the number of displayed
records, that is "Date of birth," "Sex" or "Initials" and click on the "Search" button again. The
number of records found will be notably reduced.

After you have found the patient, click on the "Open" link (see blue ellipse in Figure 5) and you will be

brought to the main part of the system in which all electronic patient forms are saved.

‘ Search Patient Add New Patient Tools

Search patient

Form Last opened patients
Patient ID | PatientlD | Openeddate | Action |
i IPF-XX01-006 21.02.2015 Open
HEREATERIRED IPF3001-001 19.02.2015 Open
Sex [~ IPF-XX01-005 18.02.2015 Open
Initials IPF-XX01-002 13.02.2015 Open
) IPF-XX01-004 06.02.2015 Open
Are you Czech user?
Validation result l:l
Training patient I:l
Search patient Search patient
A B
Patient ID IPF-XX071-006 Patient ID
Date of birth (dd.mm.yyyy) | IPF-XX01-006 (CBAZ) Date of birth (dd.mm.yyyy) 1.1.1900
Sex 7 Sex [
Initials Initials
Physician | v Physician ‘ v
site site Il
Are you Czech user? Are you Czech user? l:l
Validation result Validation result l:l
Training patient Training patient l:l

IPF-¥X01-006 CBAZ 01.01.1900 Female 21.022015 EN Test A Mot known Open

Figure 5. Patient search

IBAO866_EMPIRE_user manual_v2.0_27APR2015
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By clicking the "Search" button, the system will list all submitted patient records, to which you have

access and which correspond to the submitted criteria. There is a maximum of 50 patient records in

one page. To move to the next page of records found, click on the range of numbers which are tinged

with blue (see red rectangle in Figure 6).

Result of the search

Number of records found 21

Records: 1-5 01-150 151-200

Figure 6. Moving to the next page of the records found

Comment 3: Quick access to recently opened patient records
For quick access to the recently opened patient records, there is a table in the right part of the basic
application window in which the patient records are ordered chronologically (Figure 7).

‘Search Patient

Search patient

Form

Patient 1D

Sex
Initials
Physician

Site

Validation result

Training patient

Date of birth (dd.mm.yyyy)

Are you Czech user?

Add Mew Patient Tools

I Last opened patients I

Patient ID Opened date | Action |

IPF-3X01-006 21.02.2015 Open

IPF-3201-001 19.02.2015 Open

I:| IPF-XX01-005 18.02.2015 Open
IPF-301-002 18.02.2015 Open

06.02.2015 Open

| IPF-XX01-004

[
[
[ I

Figure 7. Last opened patient records
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Comment 4

Search results (see Figure 8) can be ordered in ascending order or descending order according to
various criteria: Patient ID (see A — descending order according to patient ID), Site, Date of birth, Sex,
Date of submission to the study and name of the person who had submitted the patient record (see B
— ascending order according to the criterion Date of Birth).

Result of the search

Number of records found 6 A

Records: 1-6
+ Pahent D + Date of 'b1rt|| (dd.mm.yyyy) + Are you Czechuser? | * Date of enrollment | 4+ Enro'l'led [T \.'a'l1d1ty
IF'F KX01-005 CBA2 15 06.1975 09 02.2015 EN TestA. Valld Open
IPF-XX01-003 CBA2 15.06.1982 Male Mo/Me 29.01.2015 EN Test A Valid Open
IPF-XX01-001 CBA2 01.01.1990 Female Mo/Me 10.12.2014 EN Test A Valid Open

Result of the search

Number of records found 6 B
Records: 1-6
[ Pahent D m 4 Date of b1rt|| (dd.mm.yyyy) m 4 Are you Czechuser? | * Date of enroliment | 4 Enro'l'led by | A \."a'l1d1ty
|PF HK01-004 CBA2 02021950 02022015 EN Test A Vﬂ|ld ODEI"I
IPF-XX01-005 CBAZ 15.06.1975 Male MoMe 09.022015 EN Test A Valid Open
IPF-XX01-001 CBAZ 01.01.1980 Female MolMe 10.12.2014 EN Test A Valid Open

Figure 8. Order of patients

11
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Working Window of the Application

The working window of the application is divided into two interconnected sections:

a) section Patient

b) section Phases and forms

The Patient section contains basic information about a patient which are automatically copied from the

data submitted in a new patient registration form (see Chapter 3, New Patient Registration). In this

section, it is also possible to edit (modify) personal data of a patient by clicking the "Personal data" link

(see red ellipse in Figure 9).

Section Patient

Patient's Forms

Patient

IPF-XX01-006 - Training patient

Date of birth (dd. mm.yyyy)

Sex

Phases and folwWs

Adverse Events (0)

Treatn. ~at (0)

Enrollment (0)

Section Phases
and forms

Enroliment

Available forms
Enroliment

Existing forms
Mo forms were registered for

01.01.1900

Female

Follow-up (0)
Update patient

P. t 1D

Date of birth (dd. mm.yyyy) *
Sex*

Initials *

Physician *

Site *

Are you Czech user? *

Training patient

HZ
CBA2

Initials

Site

End of Observation (0)

IPF-XX01-006

01.01.1500
Female |+

HZ

EM Test Access (CBAZ) | v
CBAZ ~

MNofMe |«

L]

Figure 9. Personal data update

In the section Phases and forms, you can:

a) Create a new form (see Chapter 6, Creation of a New Form)

b) Edit the existing form (see Chapter 8, Work with Submitted Forms)

IBAO866_EMPIRE_user manual_v2.0_27APR2015
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6 Creation of a New Form

In order to create a new form, it is necessary to search for the respective patient (see Chapter 4,
Patient Search). Create a new form by clicking on the "Create new form" button (see red ellipse in

Figure 10).

Phases and forms

D EU (M Treatment (0)  Follow-up (0)  Adverse Events (0)  End of Observation (0)

Enrollment
Available forms
Enroliment
Existing forms

Mo forms were registered for the phase

Search Patient Add Mew Patient Patients Forms Patient

Data form Enroliment

Patient

IPF-XX01-006 - Training patient

Date of birth {dd.mm.yyyy) 01.01.1900 Initials HZ Enrolled by Access EN Test
Sex Female Site CBA2 Date of enrollment 21.02.2015
Data form

[ Bassine record

Informed consent signed * I:E

Date of visit (dd.mm.yyyy) *

Country Other country |v

Health insurance {Czech patients only) * |

Emnicty )

Height (cm) *
Weight (kg) *
Age (years)* @

Figure 10. Creation of a new form

13
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7 Form Completion

The window of each form is divided into three sections (see example in Figure 11 with the form called
Questionnaires displayed):

1) header — contains basic information about the patient

2) main section — contains the respective form where the patient data are to be submitted

3) footer — contains information about the form status

The header contains basic information, that is Patient ID, Date of Birth, Sex, Initials, Date of

Submission, Enrolled by and Site

The main section contains the respective form where the patient data are to be submitted. It is
divided into subsections emphasized in bold (see blue ellipse in Figure 11). You can move within the
form using the arrows of the scrollbar on the right. The form contains white and grey entry fields to

enter the data.

The footer contains the selection menu specifying the status of the form. The options Pending,
Completed and Uncompletable provide the information about the status of your work with the form.

You can save data entered in the form by clicking on "Save" button (see red ellipse in Figure 11).

> In case you did not manage to complete the whole form for any reason, select the "Pending"
option.

» In case all entry fields are entered and the form is complete, select the "Completed" option.

> In case it is not possible to obtain information necessary for proper completion of the form,

select the "Uncollectable" option.

14
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Search Patient Add New Patient Patients Forms Patient Toals
L
Data form Enroliment
Patient
IPF-XX01-006 - Training patient Header
Date of birth (dd. mm.yyyy) 01.01.1900 Initials HZ Enrolled by Access EN Test
Sex Female Site CBA2 Date of enroliment 21022015
L
Data form
< Baseline record ‘
Informed consent signed * l:l
Date of visit (dd.mm.yyyy) *
Country~
Health insurance (Czech patients only) * \
Height (cm) *
Weight (kg) *
Age (years)* @

} Main section

Sedative/sleep supporting medication

Antidepressant medication
Insulin andior Oral antidiabetics
Diuretics

Digoxin

Antihistaminics
Bronchodilators

Inhalation corticosteroids
Osteoporosis therapy

Other

ogooooooogoo

Please specify other non-IPF medication

Footer

Recalculate

Uncollectable

Figure 11. Form completion

Comment 5: Saving changes A

Click on the "Save" button in order to save changes. Automatic saving of data

cannot be guaranteed if work with the form is finished without saving it.

Comment 6:

If you enter data into a form, do not save it and quit the registry without clicking on the "Log Out"
button, the system will usually save the data and will ask you at your next login whether you want to
save the data you have entered (but not saved yet) previously.

Data are entered on the same principle in all forms. Forms contain entry fields tinged with white and
grey. In basic White fields, data are filled in directly (see A in Figure 12) or by selecting the option in the
15
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selection menu (see B in Figure 12). Grey fields depend on the answer to the previous question (see C
in Figure 12). If the completion of the grey field is required based on the previous answer, the grey field
will change its color to white (see D in Figure 12) which will enable to enter the data or to select data

from the preset options.

Dose (Gy) A

Fractionationfractions (Gy/day)

Type of surgery ¥

Please specify Lobectomy B
Bilobectomy
Pneumonectomy

Re-resection Other

Surgery W C

Date of surgery (dd.mm.yyyy)

Radicality of resection

Type of surgery

Surgery V Yes |v
Date of surgery (dd.mm.yyyy) D

Radicality of resection (¥

Type of surgery (¥

Figure 12. Field types

16
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8 Work with Submitted Forms

Submitted forms can be modified/edited using the "Open" button (see A in Figure 13), printed using

the "Printable" (see B in Figure 13) or deleted using the "Delete" button (see Cin Figure 13).

CAUTION: Deletion of the form/all record

Deletion of the form is an irreversible action. We recommend to use this function only after careful
consideration. Deletion of whole patient record including the ID from the database can be perfomed
by HelpDesk employees only. Such request has to be sent to the HelpDesk by email. The stored record

can not contain any forms (all submitted forms must be deleted using the "Delete" button).

Existing forms

[ Fom & |  Created ¥ |  Modified % |  Created by T

Enrollment 21.02.2015 21 022015 EMN TestA. EN Test A Open Delete Pnntahle
Search Patient Add New Patient Patients Forms ati Search Patient Add Ne.«Patient I atient's Form. 3
Data form Enroliment Data form Eg#bliment
Patient Patient I
IPF-XX01-006 - Training patient IPPEXX01-006 - Training patiellt
Date of birth (dd.mm.yyyy) 01.01.1900 Ini Date af birth (dd.mm.yyyy) I 01.01.1900
Sex Female Si
Sex I Female
Data form
Data form I
Cossins s
_ Infarmed consent signed I Yes
Date of visit (dd. mm.yyyy) I 1.1.2000
Infarmed consent signed * I:E Country Other country
Date of visit (dd.mm.yyyy) * Health insurance (Czech patllnts only)
. Ethnicity Caucasian
Other county || oot em) 0
Health insurance (Czech patients only) * | Weight (kg) I AT
Ethnicity [ ¥ Age (years) / 100
Lininkht fren’ *

Are you sure you wantto delete tnislrm?

Figure 13. Work with the form

17
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9 Sharing of Patient Record

Physicians within one site share patient records automatically, so there is no need to use any tools to
display/edit patient records submitted by other physician at the same site.

If you decide to share the patient record with other physicians from different sites, find the respective
patient and click on "Share Patient"(blue ellipse in Figure 14). This function is useful when the patient
had been transferred to another health care institution which continues in the patient data submission.
There is the following procedure of sharing the patient record: first, find the respective patient record,
use the tab "Patient" — "Share Patient", and select the site and the authorized physician with which
the patient will be shared. Finally, confirm these steps by clicking on the "Save" button (red ellipse in
Figure 14). The procedure of sharing the patient record with the particular physician is presented in
Figure 14.

There are two possibilities of authorization when sharing the patient record:

» Read only — the sharing physician can only read the patient information

» Read/Write — the sharing physician can read and edit the patient information (that is complete

or specify it)

Add Mew Patient Patient's Forms Patient

Search Patient

4 Share Patient

Share patients Validation

Patient * IPF-XX01-006 Personal data
Share with site 'CBA v
Share with physician * | (Admin) Mertova Jifina W |

Privileges * ® Readonly () Read/Write

Currently shared patients

Figure 14. Sharing of patient record

18
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10 Validation of records

If you want to look up patient records that are not valid, select the item "Not valid" in the "Validation

result" in the search form (see Chapter 4, Patient Search) and click on the "Search" button (red ellipse

in Fig. 15). Then click on the "Not valid" item (blue ellipse in Fig. 15). The system will then list problems

found in the records of that specific patient. In order to remedy the problem right away, click on "View

data" (orange rectangle in Fig. 15) and you will be moved into the "Forms" section.

Search Patient Add New Patient Tools

Search patient

Form Last opened patients
Patient ID Patient ID Opened date
Date of birth (dd.mm. IPFJ001-008 21022015 Open
st orirn (dg.mm ) IPF-XX01-001 19.02.2015 Open
sex [ [ IPFIO01-005 18022015 Open
Initials IPF20(01-002 18.02.2015 Open
Physician | [v]

Are you Czech user? I:E
Validation result Mot valid u
Training patient I:E

Result of the search
Number of records found 1

Records: 1-1

4 Patient ID 4 Date of birth (dd.mm.yyyy) 4 AreyouCzechuser? | 1 Date of enrollment
L ] + + L 2 L 2 4

+ Enrolledby | T Validity
* L

Validation

Patient

IPF-XX01-006

Date of birth (dd.mm.yyyy) 01.01.1900 Initials HZ Enrolled by Access EN Test
Sex Female Site CBAZ Date of enrollment 21.02.2015

Problems

Current state: Not valid

19969 Missing item: NYHA grade (Clinical signs) Solve Mot resolved ﬁ
Validate Validate site

Figure 15. Search of patient according to validation result

IBAO866_EMPIRE_user manual_v2.0_27APR2015
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In practice, data is validated according to several previously defined rules. The function "Validation"
in the registry looks for items which must be entered if any given record has to be assessed as valid;
mutual relationships among entered data are also assessed. All found problems must be addressed

(see green rectangle in Figure 15); alternatively, correctness of data or impossibility of entering that

data must be confirmed. The field "Comment" can be used to specify in more detail why that data

cannot be entered.

The function "Validate site" validates all patients recorded within a specific centre (see red ellipse in
Figure 16).

If the patient’s validity status is "Not known", the record can be validated using the button

"Validate". Apart from this possibility, the system checks the validity of patients automatically

J

once a day (at night).

Validation

Patient

IPF-XX01-006

Date of birth (dd.mm.yyyy) 01.01.1900 Initials HZ Enrolled by Access EM Test
Sex Female Site CBAZ2 Date of enroliment 21.02.2015
Problems

Current state: Mot valid

Save

[ serial number | Frror message | Type | Comment |  Comfm |  Action |
19963 Missing item: Cig king (Cig: king) Solve Mot resolved View data
199569 Missing item: MNYHA grade (Clinical signs) Solve Mot resolved View data
20018 Mizsing form: Therapy Solve Mot resolved View data

" Validate site

Validate )

Figure 16. Validation of patients

20
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11 Audit trail

There is a function Audit trail to track changes made in the forms. First, select the patient, then move
to the "Tools" section menu and select "Audit trail" (see blue ellipse in Figure 17). If you want to track
all changes made in the patient record forms, leave both fields empty and click on the "Search" button
(see red ellipse in Figure 17). In this case, any changes made in the forms will be listed under the

window Audit trail (see A in Figure 17). If you want to limit the listed changes to the particular form or

question, fill in the entry fields "Available forms" and "Available questions" (see B in Figure 17).

Patients Forms Patient Tools
‘ Audit trail

Audit trail Help

Available forms I:E Helpdesk

Available questions |

Search Patient Add New Patient

A

Result of the search

T il el el e

21 022015 18:06 ENTesl&

Enrollment Ba.sellne record .ﬂge (years)

oo ettt s e

Enrollment Diagnosis Familial IPF -1 21.0220151757 EN Test A
(Clinicalsigns ~~ NE_ ANO

Enrollment Diagnosis Radiological pattern MNE AMNO 21.02.201517.57 EN Test A
(Histopathologicpattem  NE ANO

Enrollment Baseline record Informed consent signed -1 21.02.201517:57 EN Test A
Datectvsit@mmyy) 112000

Enrollment Baseline record Ethnicity Caucasian 21.02.201517.57 EN Test A
Height(em)

Enrollment Baseline record Weight (kg) 47 21.02.201517.57 EN Test A

Audit trail

Available forms Enroliment | v

Available questions | Date of visit (dd.mm.yyyy) i: B

Result of the search

Baselmerccod  DateotustGdmmyw) 11200 21022015175 ENTestA

Enrollment Baseline record Date ofvisit (dd.mm.yyyy) 1.1.2000 1.1.2001 21.02.2015 18:06 EM Test A

Figure 17. Audit trail
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MU Technology assurance
Institute of biostatistics and analyses
’BA Faculty of Medicine

Masaryk University, Brno

Kamenice 126/3, 625 00 Brno

Represented by: Assoc. Prof. Ladislav Dusek, Ph.D.

http://www.iba.muni.cz

In case of technical difficulties, please contact our HelpDesk:

E-mail: empire@iba.muni.cz
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