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General Introduction

Foreword

Following the objectives of Wopackage 7 of the TENALEA Initial Deployment project, training and
education material was developed to instruct all target user groups of the TENALEA s&higes.
manual wa developedo complimentthe TENALEA Certified UseCRFourse. It consists & generi¢
as well as study specifiaser manuakection.

General Introduction

ALER eCRFs aweb based service that allows online entriydata into dectronic Case Report Forms

(eCRR altiincludesa Data Management Module falata management and monitoring of the Clinical

Trial data management proced¥hile completing an electronic Case Report Fe@@RJ; the entered

data will be checked for inconsistencies within the form and across previously completed liocase
inconsistenas are found, warningnessages are displayed to the person entering the détés a priori
validationeffectivelyincreases the quality of the dat@hecking the data as it is entered also drastically

reduces the number of queries te sent from Central Data Managemd@DM) Moreover, he Data

Management ModuleincludingAudit Trails and a Query systesupports the task of a CDMince the

RFGF Aa SYGSNBR AyiG2 GKS RIFIOGlIO0lI&AS o0& UGdaeng OFf 51
is needed. The end result of usiAgEA eCRHAsreadily available and clean data for statisticians

Features oALEAZCRFANnclude:

e Datacan be saved and entered any stage of the form completion process, even whendield
are left empty for instancebecause the information is not yet known.

e Missing information can be entered as soon as it becomes available and data on a previously
saved form can be modified at any time before finally submitting the completed form.

e Submitting a form containinglata validation erros ispossible The validation error can be
overridden and a Audit Trial keeps track of all modified values and overridden data validation
errors.

¢ No chronological limitations in the order of completing andmsuitting thee/ wC Q a

e Data can be centrally monitored with the Data Management Module, integrated Audit Trail and
Query system.
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Chapter 1

Chapter 1. TENALERCRF

1.1 Accessing TENALBERFata entry environment(s)

This sectiorexplains how a new user of ALIEACRFan gain access to the data entry environments
Test,Acceptance, and Production.

Open an internet browser and type one of the web address, described below, in the address line (see
Picture 1.1.1.

, * ] https:/{production.nl.onconnect net/nkizvlfaleadataentyyy

File Edit ‘Wiew Favorites  Tools  Help

L4 90| @& BLEA Data Entryrkiay - v3.0.2080.28

Picture1.1.1. Addressline of an intenet browser, in which the ALERAweb address should be specified.

Throughout theeCRF development process, the forms, and the entire study definition (i.e. study events,
clinicians and investigators, user permissions){ublishedio different environments. Each

environment has its specific purpose in the development process @tha CQad @ ¢ KS RAFFSNBY |
environments are shaped after the DTAP model, which stands for Development, Testing, Acceptance,

and ProductionThe Development enviranent is used b@CRFesigners, the remaining three are used

by different uses of the serviceTable 1.1.5hows the web address of tke latterthree data entry

environments

Tablel1.1.1. Web addresses ahe ALEA data entry enironments aimed at testing by users.

Name of data entry Web address (URL)
environment

Test environment https://test.tenalea.net/demo/aleadataentry/
Acceptance https://test.tenalea.net/demo/aleadataentry/
Production https://ecrfdb.tenalea.net/nkiavl/aleadataentry/
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Chapter 1

If, after selecting tke correct web address, a winddike the one shown in Picturel2 is displayed,
pleaseLINEaa GKS odzidz2y tFo6StfSR YasSaQ G2 LINRPOSSRo®

Security Alert @

(e ' Information you exchange with this site cannot be viewed or
& changed by others. However, there is a problem with the site's
security certificate.

é) The security certificate was issued by a company you have
nat chosen ta trust. View the certificate to determine whether
you want to trust the certifying authority.

o The security certificate date is valid.

The security certificate has a valid hame matching the name
of the page you are tiying to view.

Do you want to proceed?

[ Yes ] [ No ] [ View Certificate ]

Picture1.1.2 Warning messages agaring upon choosing th&veb address for Igin on to ALEA3.

Important: in order to allowALEAZCRRo operate optimally, security settings of the browser need
aSi O2NNBOilfed 2KSY LINRofSYa NBE SyO2dzyiSNB
{ SOdzNR (& aSGiUAYy3TaQd CdzNIKSNN2NBZ A lntswarnidigR A
messages from reappearing every time a user accesses theAgehtificateinstallation guides
provilSR Ay G(KS | geftificetSridtallatisOd A2y W

Next,a login screen is ditgyed on the computer screen, like the osigown in Piatre 11.3

— —
S
L ] -
e

File Edit ‘Wiew Fawaorites  Tools  Help

£ | https: {{production. nl.onconnect. net/nkiavlfaleadataentry/

W '{g? | E ALEA Data Entrynkiayl - ¥3.0,2030.28 |

Login to dataentry

2007

eC RF Username |j zandhergen@nki.nl

Fassword |

| forgot my password / | never logged in beforel LOGIN

Picture1.1.3. Login window of ALEA3.
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Chapter 1

Click the link: I forgot my password/ | never logged in before (see Pictlu@above) The screen,
shown in Picture 1.1.4s displayed.

Request change password for tenalea.net

Email address: |

Send request ]

Login Disclaimer About tenalea.net

Picture1.1.4. Password request window.

Note: that ALA3eCREF OO2 dzy 1 d I NB ONXBI (i S RmdlgccoilirtsSPersdnal if this
context refers to the fact that passwords are kept private and are nowknio the ALEARCRFService
provider. It does not mean homeraail accouts are used. In case a (Local) Data Manager is respon
to maintain the local data management at multiple institutes, it is best to choose a (office and/or jo
related) email account to create one account that allows access to all patients, acrod#férent
institutes. Useraccounts are provided bJENALEA Certified Support CeatoeTrial Coordination
Centres. All users will receive an email containing instructions for setting a personal password.

Enter the email address wich was used to cede theALEARCRE OO2 dzy i | YR LINB & a
NE |j dzBh& mesage shown in Picture 1.%.8isplayed.

Request change password for tenalea.net

Email address: |j zandbergen@nki.nl

Send request |

Login Dizclaimer About tenalea.net
An email has been sent to address j.zandbergeng@nkinl

Picturel1.1.5. Password request screen with a text message notifying amail has been sent to the specifiedmail
address.

An email is sent to the submitted-mail address. This email contains the following text:
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Subject: User credentials for the use of tenalea.net services

Password change request

You have requested to receive your user account details by email to mail address [j.zandbergen(@nki.nl].

You are registered at tenalea.net as user [j.zandbergen(@nki.nl].

This account can be used to access the test environment. This environment is used by central datamanagers to test the functionality of eCRF or randomisatio)|

To change vour password, please click this link or cut and paste the address into vour Internet browser:

https:/production.nl.onconnect.net/nkiavl/aleadataentri/ChangePassword.aspx?PwdChangeRequestID=ec34bShe-f46f-48¢7-a2b5-952616917cf3
After setting your password vou can login to ALEA data management at by clicking here

For any further instructions please contact support at support(@tenalea.net

Click the link in this message. You will be redirected to the pelgieh is depicted in Picture 1.1.6.

Important: make sure you click the linkithin 30 minutesafter receiving the Password change requi
email. For security reasons, a time frame of 30 minutes after submitting a password change requ
been set for allowing users to change their password.

Al

Rules, Regulations and Disclaimers

sl | S|

For Onconnect.net Internet World Wide Web Sites

Onconnect.net requires that all the visitors to our site(s) on the World \Wide Web (the
"Site") adhere to the following rules and regulations. By accessing the Site you indicate
your acknowledgment and acceptance of these terms and conditions.

1. LAWS AND REGULATIONS
User access to and use of the Site is subject to all applicable international.
federal_state and local laws and requlations.

Picture 1.1.6. TENALEA.NET serviceseRuand Regulations disclaimer for Best Effort contracts.
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As soon as thisdx is checked, the page shown in Picture 1.1.7 is displayed.

|.zandbergen@nki.nl

Picture1.1.7. Change pssword request window in which a new password should be entered twice.

Enter a password that contains at least one digit (e.g. 1,2,3 ). Enter the password afaini KS W/ 2y F2 N
ySé LI aa@madyiess thd MittoRChange passwortie nexwindow signifies the password
was changed successfulee Picture 1.1.8)

Close window

Picture 1.1.8 Confirmation window stating that the password has been successfully changedn factcreated).

Close the window and go back to the cotreeb addres (see Thle 1.1.1 above on pagg.3

As Username, use treemail addressNext, enter the previouslgstablished password and press the
Loginbutton.
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Chapter 2

Chapter 2: Selecting forms and Data entry

2.1 Screen Layout

After selecting thecorrectweb addressn the browserand entering youusernameandpasswordthe
W5 4F al yI 3SiydsplayeddsterPiziir€ DL. Nl studiesusingALEARCRFo which the
user has access permissiarg listedin the left pane of the displayed window studycan be selected

08 OfAO1AYy3a GKS aiddzRe QaPicsile¥®. Ay GKS YSydz a4 RSLIAO

DATA MANAGEMENT MODULE - Logged in ==: Mrs datsentry - Logged in since: 22.04.2008 16:34

Logoff] [Home] [Help] [Surmmary] [Forms] [Queries

Picture 2.1.1 Detail of the upper part of the Data Management Module. This is the page user see after successfully
logging on to the€CRR2007service.

Whena sudy is selected, a list of all investigatéos which the user is granted permission to enter data
will appear. First the investigator can be selected, followed by a patient number, a visit (i.e. event) and a
form (see Picture 2.2).

Logged on as:
Demo Datareviosr

s« CAIRO3 «~ CAIRO3

<+ NOGDCM Balk
«« TestQuestions i Balk

4 Berends El Add subject

< IPMA1 AdH SUbject
4 Bollen B3 Patient 3

v« IPMA2 - -
4 Bos Baseline

e @ fomn: Rt o
form: Ran isation

form

Picture 2.1.2. Data enty menu structure. Selecting a study (left) resulting i —
an expanded menu listing all nhames of investigators for which the user h w
permission to enter data (middle). After selecting an investigator from the list, form: nidal

patient and form can be selected subsequently.

Measurement

Formnamescan appeain the left menubarin two different fonts, eachindicating a different form
status Tablel lists thedifferent form statugsand the fonts that are associated with them.
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Chapter 2

Table 1. Fonts appearing in théA\LEACRFlata entry menu indicating a specific form status.

Font Description of forms status
1. Empty forms Forms that are either empty, unsaved, not validated or not submitte
2. Completed forms Formsthat couldhave been completedr not, but already have been

either savedyalidatedor submitted andcan be edited if necessary.

In the upper part of the display is a box with general information about the currently presented form.

This information includes the Patient ID, which is the sequential number uniglesiiifying the patient

for which the currently opened form is being completed. Also presented are the registration date, the

name of the investigator and the name of the institute to which the investigator belongs (study site).

Below this box of generahformation,aBRNR LJ R2 6y f A& (0 02 EZQIHsplBdIA 2 dz& f & &
containing a list of the previoust#€ompleted form&or the currenty selectedpatient (see Picture

2.13). To the right of this drop down list box, there are thkmgtons: Viav, Edit, and Audit Trail.

DATA MANAGEMENT MODULE - Logged in as: Zandbergen - Logged in since: 08.09.2008 08:17 [Logoff] [Home] [Help] [Summary] [Forms] [Queries’

NPCPDT - STANDARDIZED EARLY DETECTION OF NPC USING ( ANTI) EBV BASED T

Patient ID: 1 |Registration dates 02-09-2009 08:21
Study site: Dr. Cipto Mangunkusumo, Universitas Indonesia |Investigator Dr. Mayang
Previously entered forms: VIEW J EDIT ALD
[08-09-20083 08:31] First Visit - Endoscopy/NPC Diagnostics - Endoscopy/NPC Diagnostics
. [08-09-2009 08:21] First Visit - Patient information/Physical examination - Patient information/Physical examination
Picture 2.13. Detail of theALEA®CRRlataentryRA & LJt @ &aAK2gAy 3 (KS WLINBEQGABoszat e SyiasSN

When using the left menu to select and open a form, the form opens in Edit mode; data can be entered
(or selected) andiltered. When selecting a form from thdrop down list boxPreviously entered fornt

and pressinghe Edit buttonthe formis openedn Edit modeas well However, waen pressing the View
button, the form opens in a new (browser) windowtab. Here the form is openeaad- only, which

means data cannot be entered nor altered.

When a form is openetkad-onlyin another browser window, selecting this form from the drop down

f A&l 02E Wt NBgGA2dzat e Sy iSNEpaceanyMaedtly bpgried dniNBS & a4 A y 3
editable form with the select ond.hus only one form is editable at any given moment although

multiple forms can be opened simultaneously to be viewed

10
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Chapter 2

Theview option will provide an overview of the status alf forms, for a particular patient. Thisgew
option can be foundhext to a patienhumberin the menu structure(see Picture 2.8). Clicking this link
displays aable with all forms listed at the leflideand the sudy events on topDifferent colous signify
a different form status.Theseform status for each colour explained in Pictur@.15. Afull description

of the meaning of each form status and related colour co@rngovided in Table 2 on page.22

s« SOTON
4 Batchelor - SOTON
4 Zandbergen - AvL
£l Add subject

El Patient 1 (view)

[H Baseline
B On Study (2)
[E Follow Up

Picture 2.1.4 +AS¢%

2LIA2y T ySE

G2

iKS

LJI

Clicking theview option
will display a Table
which provides an
overview of the forms,
grouped by Study event.

Colours signify the statu

iof epmpletion pfavieramy

ol

O saved M submitted with override B Submitted B verified Il Not entered

T | -~
- L=

=

= L2 L
% 3 $ = (1T
Z =2 T [
(TS O = o ofm
2 a a o/ a
@ Q_‘ -
= Pt
B o

Patient information/Physical examination D

Laboratory form D . J .
Radiology diagnostics D . -
Endoscopy/NPC Diagnostics El . - . D

Picture2.1.5.

Overview of forms linked to one patientand their status of completion. Each
colour signifies a different statuswhich is explained above the overview

To see wether all forms of a Study event have been completed, locate the Study event in one of the
columns. All forms in that column belong to the same Study event and their colours indicate the status
of form completion Formscan be selected frorthis View forediting or viewing. To do so, move the
cursor to the block indicating the form and double click on it.

Version 1.02
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Chapter 2

2.2 Data entry controls

ALEARCRFontairsa number offields and bogswhich allow for the patientiata to be entered.

Text box

A text box is a box (or field) in whielther free text, such as letters ardr digits,canbe entered An
example is provided iRicture 2.2.1

If other, specify

Picture 2.2.1 Example of a textbox.

Drop-down list

With adrop-down list allanswers that are available according to the protazamh be shown at once

The answer options are hidden until the arrow to the right of the answer field is selectedsiieh

available answerBom which an option can be selectedh f f -RERsNM@Shihe cases if the required
FyagSNI Aa y2i tA4aG6SRZ UhiKSND OFy 6S LAOISR FYyR |
However is it always preferred to usaeeof the options in the droglown list as much as possit{ieee

Picture 2.2.2.

1= Symptoms but ambulatory A

0= Marmal activity
1= Symptoms but ambulatory
2= In bed less than 0% of time
3= In bed rmore than 90% of time
4= 100% bedrdden

Picture2.2.2 Example of a droglown list, showing the available answers

12
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Date picker

When a date needs to be completdtie date pickercan be used. Whedlickingthe icon to the right of
the answer field, a calendar appears from which a date can be cl{eseRicture 2.2.3. It is dso
possible to simply enter the date the answerfield, preferably in the format dadgnonth/year (.e.
dd/mm/iyyyy).

|
4 June, 2007 2
S M T W TF

A calendar appears

s
12 when clicking this icon.

3456 78 2

10 11 12fi514 15 16

17 18 19 20 21 22 23

24 25 26 27 28 22 30

Picture 2.2.3. Calendar view of a date.

Repating tables

Repeating tables allow the user to add as many rows as needed, whenever needed. Using repeating
tables creates better overview of entered data because only essential information is displayed on the
form. The Toxity form which is used in the CREST study, offers such repeating table for Other Baseline
symptoms/Radiotherapy side effects. A new roan be added by clickirge W L v iie@®idk at the

bottom of the repeating table (see Picture 2.2.4)

Hypertension 1= Mild v || asymptomatic 1=Yes v

Fever 1= Mild v|38.7 C 2 = Fossicle v

I Insert item

Picture2.2.4. Example of a repeating table.

Deleting rows from a repeating table

If a redundant row has been added to a repeating table, this row can be removed. Move the cursor of
the mouse to left of the additional row until a button appears. Clicking thisooudpens a menu, which
allows removing the row, as well as adding new rows (see Picture 2.2.5).

13
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hypertension | 2= Mogarste || asymptomatic 1=vYes ™

fever | 1= Milg v|(38.3 2=Fositle W

I

Inszrt OTHSYSMPGRP before
Inszrt OTHSYSMPERP zfter [Ctrl+Enter]
Removz OTHSYSMPGRP [Ctrl+Delete]

Picture 2.2.5. Menu with options for removing or adding rows within a repeating table.

Check box

If a question can be answered wittheck boxes, this means multiple answers, apicted in pcture
2.26 are possible.

WHO performance status |

¥ Not done

Picture2.2.6. Example of Check box; it is mainly to indicate one of two options (e.g. to indicated whether assessing the
WHO performance status was done oot)

Option button

If a question can be answered with option buttons, this means only one answer is possible.

Note: option buttons are visually distinguishable from check boxes becau‘c{:}I .
they ar round instead of squareds can be seen in Picture 2.2.7 @B
Oc

Picture 2.2.7.Exanple
of option buttons.

Required fields

Fields with a red stan the right corner (se Picture 2.2.8cannot be left blank according to the protocol

and/or GCP. However thiecomplete formcan still be saved otne -
server while waiting for the information to become available. tl&nmt be blank
Picture 2.2.8. Text box marked

as a required box, as can be drawn
from the red star in the right corner of
the field. 14
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Error messages

If a red border appearsraund the fieldin whichdatawas entered this answer is not possible according
to protocol or in combination with thenswer of another field on the same g&(See picture 2.9).

In case a serious error occurs, the field 0= o JRaH
becomes completely red’his has to be |.ﬁ.n:|:|:|r|:|in|;| ko the prokocol the answer ko this queskion cannok be ‘Mo’
corrected (if incorrect) or reported to the , _ .

. . .., Picture 2.29. An error message appearing near a field
sponsor immediately. The error message will signifyingan incorrect answer was entered. The fieldill keep a
appear as a text balbn next to the mouse red line around its edgesis long as entered data is not corrected

pointer on the field that needs to be modified.

Read only/hidden fields

Depending on a previous answer within the current form, a field can become hidderongadr

appear after being hiddertC 2 NJ SEI YLX SZ 6 KSy | vyt ®rahpgaisyn wiithia K SN A
certain amount of free text can be enteredictures 2.2.10a to 2.2.£@rovide an example of fields

becoming available depending on the answiseg to a certain question.

Relationship
Grade to study
treatment

& Insert item

|hyperte [* v

& Insert item

Picture2.2.10a. Example of answer field (droplown list box) withi KS FASt R Ay GKS O2f dzyy awSft I

treatment greyed out.

hypertension * ¥
& Insert item 0= None
1= Mild
2= Moderate
\Are there any SAE obse ST oo q w
4= Life threathening or di‘iGrade af other sw;.-'mptu:umh
£= Death I

[Save ][ Validate ]

Picture2.2.1(b. 2 KSy YI1Ay3 &St SO ighe fields, a6 shivikiSPictirk £ 1R appéand R S

15
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hypertension 1= Milg Lj asymptomatic
I Insert item
Picture 22.1Cc. The previously greyed out columrare now displayed.

Tab jump from field to field

In order to minimize the use of the moughe tab Tabkey (see Picture 2.2.1tan be used to jump

from field to field(use shiftTab to jump back if necessary).

Version 1.02
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Tab key.
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2.3 Saving, validating and submitting forms

After completing a formthree options are available:
Saving

Formscan be savedtary momento @ Of AO{ Ay 3 GKS W{ | Opmevdtttmiti 2y 4 °F
being bothered by warninmessages. Any other form, for which the information is available, can be

completed. Saving the form does not mean that the data has alrbadgptransferredto central data

management, so this will not yet be checked for inconsistencies in combination with data on other

forms. Saved formshow up initalicsin the menu at the left of thALEAZCRFKcreen. Those forms are

available for editig.

Validating

Forms can bevalidatedby clicking theValidate button atthe bottom of the page. In contrast to merely
saving theform, the validation process wakart and he result of this process Wdepend orwhether

the form contains fields with inconsistent or incorrect dagdter pressing the Validate button, the data

is sent to the server and the validation process starts. First, a message appears signifying the data is
being sent to the server, as shown in Picture 2.3

=
Sending data to the server...
o e o |
| \
Picture 2.3.1. Message stating the dataf a completed formis send to theserver. During this process the data will be

validated.

Validating forms without any validation errors

When ro data validation errors are present on the form, thendee displays a page withNote to File/
comments field (see Picture 2.3.2). This field allows the user to enter some general information
pertaining to questions on the form, for instances in case an accepted value is expected to be incorrect
and needs soméollow-dzLJ WNB a S+ NOKQ®

17
Version 1.02



Picture2.3.2. Audit Trail comments field.

Validating forms with validation erros or modified values.
In case the system deteinconsistencies within data entered on the form, one or more Field

Validationt Audit Trail entresare displayedseePicture 2.3.3

Picture2.3.3. Example ofField Validation Audit Trail entry

Version 1.02
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