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Introduction 

Foreword 

  

Following the objectives of Work package 7 of the TENALEA Initial Deployment project, training and 

education material was developed to instruct all target user groups of the TENALEA services. This 

manual was developed to compliment the TENALEA Certified User- eCRF course. It consists of a generic, 

as well as a study specific user manual section.  

 

General Introduction 

ALEA3 eCRF is a web based service that allows online entry of data into electronic Case Report Forms 

(eCRFΩǎύ. It includes a Data Management Module for data management and monitoring of the Clinical 

Trial data management process. While completing an electronic Case Report Form (eCRF), the entered 

data will be checked for inconsistencies within the form and across previously completed forms. In case 

inconsistencies are found, warning messages are displayed to the person entering the data. This a priori 

validation effectively increases the quality of the data. Checking the data as it is entered also drastically 

reduces the number of queries to be sent from Central Data Management (CDM). Moreover, the Data 

Management Module, including Audit Trails and a Query system, supports the task of a CDM. Since the 

Řŀǘŀ ƛǎ ŜƴǘŜǊŜŘ ƛƴǘƻ ǘƘŜ ŘŀǘŀōŀǎŜ ōȅ ǘƘŜ [ƻŎŀƭ 5ŀǘŀ aŀƴŀƎŜǊǎ ό[5aΩǎύΣ ƴƻ ŎŜƴǘǊŀƭ όƻǊ ŘƻǳōƭŜύ data entry 

is needed. The end result of using ALEA3 eCRF is readily available and clean data for statisticians.  

 

Features of ALEA3 eCRF include: 

 

 Data can be saved and entered at any stage of the form completion process, even when fields 

are left empty, for instance because the information is not yet known.  

 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.  

 Submitting a form containing data validation errors is possible. The validation error can be 

overridden and an Audit Trial keeps track of all modified values and overridden data validation 

errors.  

 No chronological limitations in the order of completing and submitting the e/wCΩǎ. 

 Data can be centrally monitored with the Data Management Module, integrated Audit Trail and 

Query system. 
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Chapter 1: TENALEA eCRF 

 

1.1 Accessing TENALEA eCRF data entry environment(s) 

 
This section explains how a new user of ALEA3 eCRF can 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. 

 

 

 
Picture 1.1.1. Address line of an internet browser, in which the ALEA3 web address should be specified. 

 

Throughout the eCRF development process, the forms, and the entire study definition (i.e. study events, 

clinicians and investigators, user permissions) are ΨpublishedΩ to different environments. Each 

environment has its specific purpose in the development process of the e/wCΩǎΦ ¢ƘŜ ŘƛŦŦŜǊŜƴǘ 

environments are shaped after the DTAP model, which stands for Development, Testing, Acceptance, 

and Production. The Development environment is used by eCRF designers, the remaining three are used 

by different users of the service. Table 1.1.1 shows the web address of these latter three data entry 

environments. 

Table 1.1.1.  Web addresses of the ALEA3 data entry environments aimed at testing by users. 

Name of data entry 

environment 

Web address (URL) 

Test environment https://test.tenalea.net/demo/aleadataentry/  

Acceptance https://test.tenalea.net/demo/aleadataentry/  

Production https://ecrfdb.tenalea.net/nkiavl/aleadataentry/ 

 

 

 

https://test.tenalea.net/demo/aleadataentry/
https://test.tenalea.net/demo/aleadataentry/
https://ecrfdb.tenalea.net/nkiavl/aleadataentry/
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If, after selecting the correct web address, a window like the one shown in Picture 1.1.2 is displayed, 

please ǇǊŜǎǎ ǘƘŜ ōǳǘǘƻƴ ƭŀōŜƭƭŜŘ  ΨȅŜǎΩ ǘƻ ǇǊƻŎŜŜŘΦ 

 

 
Picture 1.1.2.  Warning messages appearing upon choosing the web address for login on to ALEA3. 

 

Important: in order to allow ALEA3 eCRF to operate optimally, security settings of the browser need be 

ǎŜǘ ŎƻǊǊŜŎǘƭȅΦ ²ƘŜƴ ǇǊƻōƭŜƳǎ ŀǊŜ ŜƴŎƻǳƴǘŜǊŜŘΣ ǇƭŜŀǎŜ ōŜ ǊŜŦŜǊǊŜŘ ǘƻ ǘƘŜ ŀƴƴŜȄŜŘ ǎŜŎǘƛƻƴ Ψ.ǊƻǿǎŜǊ 

{ŜŎǳǊƛǘȅ ǎŜǘǘƛƴƎǎΩΦ CǳǊǘƘŜǊƳƻǊŜΣ ƛǘ ƛǎ ŀŘǾƛǎŀōƭŜ ǘƻ ŀŘƧǳǎǘ ŎŜǊǘƛŦƛŎŀǘŜ ǎŜǘǘƛƴƎǎΦ ¢Ƙƛǎ ǇǊŜǾŜnts warning 

messages from reappearing every time a user accesses the web. A certificate installation guide is 

providŜŘ ƛƴ ǘƘŜ ŀƴƴŜȄŜŘ ǎŜŎǘƛƻƴ ΨCertificate InstallationΩΦ 

 

Next, a login screen is displayed on the computer screen, like the one shown in Picture 1.1.3. 

 

 
Picture 1.1.3.  Login window of ALEA3. 
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Click the link: I forgot my password/ I never logged in before (see Picture 1.1.3 above). The screen, 

shown in Picture 1.1.4, is displayed. 

 

 
Picture 1.1.4.  Password request window. 

 

 

Note: that ALEA3 eCRF ŀŎŎƻǳƴǘǎ ŀǊŜ ŎǊŜŀǘŜŘ ƻƴ ǘƘŜ ōŀǎƛǎ ƻŦ ΨǇŜǊǎƻƴŀƭΩ Ŝ-mail accounts. Personal in this 

context refers to the fact that passwords are kept private and are not known to the ALEA3 eCRF service 

provider. It does not mean home e-mail accounts are used. In case a (Local) Data Manager is responsible 

to maintain the local data management at multiple institutes, it is best to choose a (office and/or job 

related) e-mail account to create one account that allows access to all patients, across the different 

institutes. User accounts are provided by TENALEA Certified Support Centres or Trial Coordination 

Centres. All users will receive an email containing instructions for setting a personal password. 

 

 

 Enter the e-mail address which was used to create the ALEA3 eCRF ŀŎŎƻǳƴǘ ŀƴŘ ǇǊŜǎǎ ǘƘŜ ōǳǘǘƻƴ Ψ{ŜƴŘ 

ǊŜǉǳŜǎǘΩ. The message shown in Picture 1.1.5 is displayed. 

 

 
Picture 1.1.5.  Password request screen with a text message notifying an e-mail has been sent to the specified e-mail 
address. 

 

An e-mail is sent to the submitted e-mail address. This email contains the following text: 
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Click the link in this message. You will be redirected to the page, which is depicted in Picture 1.1.6. 

 

 

Important: make sure you click the link within 30 minutes after receiving the Password change request 

email. For security reasons, a time frame of 30 minutes after submitting a password change request has 

been set for allowing users to change their password. 

 

 

Picture 1.1.6. TENALEA.NET services Rules and Regulations disclaimer for Best Effort contracts. 
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/ƘŜŎƪ ǘƘŜ ōƻȄ ƴŜȄǘ ǘƻ ǘƘŜ ƭƛƴŜ άL ŀƎǊŜŜ ǿƛǘƘ ǘƘŜ ǘŜǊƳǎ ŀƴŘ ŎƻƴŘƛǘƛƻƴǎ ǘƻ ǳǎŜ ¢9b![9!Φb9¢ ǎŜǊǾƛŎŜǎέ Φ 

 As soon as this box is checked, the page shown in Picture 1.1.7 is displayed.  

 
Picture 1.1.7.  Change password 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 again ƛƴ ǘƘŜ Ψ/ƻƴŦƻǊƳ 

ƴŜǿ ǇŀǎǎǿƻǊŘ ŦƛŜƭŘΩ and press the button Change password. The next window signifies the password 

was changed successfully (see Picture 1.1.8). 

 

 

Picture 1.1.8. Confirmation window stating that the password has been successfully changed (or in fact created). 

 

Close the window and go back to the correct web address (see Table 1.1.1 above on page 3). 

As Username, use the e-mail address. Next, enter the previously established password and press the 

Login button.
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Chapter 2: Selecting forms and Data entry 
 

2.1 Screen Layout 

 

After selecting the correct web address in the browser and entering your username and password, the 

Ψ5ŀǘŀ aŀƴŀƎŜƳŜƴǘ aƻŘǳƭŜΩ is displayed (see Picture 2.1.1). All studies using ALEA3 eCRF to which the 

user has access permissions are listed in the left pane of the displayed window. A study can be selected 

ōȅ ŎƭƛŎƪƛƴƎ ǘƘŜ ǎǘǳŘȅΩǎ ƴŀƳŜ ƛƴ ǘƘŜ ƳŜƴǳ ŀǎ ŘŜǇƛŎǘŜŘ in Picture 2.1.2.  

 

 

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 eCRF 2007 service. 

 

When a study is selected, a list of all investigators for 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 2.1.2). 

 

 

Form names can appear in the left menu bar in two different fonts, each indicating a different form 

status. Table 1 lists the different form statuses and the fonts that are associated with them. 

Picture 2.1.2.  Data enty menu structure. Selecting a study (left) resulting in 
an expanded menu listing all names of investigators for which the user has 
permission to enter data (middle). After selecting an investigator from the list, a 
patient and form can be selected subsequently.  
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Table 1.  Fonts appearing in the ALEA3 eCRF data 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 submitted. 

2. Completed forms   Forms that could have been completed or not, but already have been 

either saved, validated or submitted and can 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 uniquely identifying 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 general information, a ŘǊƻǇ Řƻǿƴ ƭƛǎǘ ōƻȄΣ ΨtǊŜǾƛƻǳǎƭȅ ŜƴǘŜǊŜŘ ŦƻǊƳǎΩΣ ƛǎ displayed; 

containing a list of the previously ΨCompleted formsΩ for the currently selected patient (see Picture 

2.1.3). To the right of this drop down list box, there are three buttons: View, Edit, and Audit Trail.   

 

 
Picture 2.1.3.  Detail of the ALEA3 eCRF data entry ŘƛǎǇƭŀȅ ǎƘƻǿƛƴƎ ǘƘŜ ΨǇǊŜǾƛƻǳǎƭȅ ŜƴǘŜǊŜŘ ŦƻǊƳǎΩ ŘǊƻǇ Řƻǿƴ ƭƛǎǘ box.  

 

When using the left menu to select and open a form, the form opens in Edit mode; data can be entered 

(or selected) and altered. When selecting a form from the drop down list box ΨPreviously entered formsΩ 

and pressing the Edit button, the form is opened in Edit mode as well. However, when pressing the View 

button, the form opens in a new (browser) window or tab. Here the form is opened read- only, which 

means data cannot be entered nor altered.  

 

When a form is opened read-only in another browser window, selecting this form from the drop down 

ƭƛǎǘ ōƻȄ ΨtǊŜǾƛƻǳǎƭȅ ŜƴǘŜǊŜŘ ŦƻǊƳǎΩ ŀƴŘ ǇǊŜǎǎƛƴƎ ǘƘŜ 9Řƛǘ ōǳǘǘƻƴΣ replaces any currently opened and 

editable form with the select one. Thus, only one form is editable at any given moment although 

multiple forms can be opened simultaneously to be viewed.   
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View 

 

The view option will provide an overview of the status of all forms, for a particular patient. This view 

option can be found next to a patient number in the menu structure (see Picture 2.1.4). Clicking this link 

displays a table with all forms listed at the left side and the study events on top. Different colours signify 

a different form status.  These form status for each colour is explained in Picture 2.1.5. A full description 

of the meaning of each form status and related colour coding is provided in Table 2 on page 22. 

 

 
 

 

To see whether 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. Forms can be selected from this View for editing or viewing. To do so, move the 

cursor to the block indicating the form and double click on it. 

Picture 2.1.4.  ±ƛŜǿ ƻǇǘƛƻƴΣ ƴŜȄǘ ǘƻ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ƴǳƳōŜǊΦ 

Clicking the view option 

will display a Table 

which provides an 

overview of the forms, 

grouped by Study event. 

Colours signify the status 

of completion of a form. 

 

Picture 2.1.5.  Overview of forms, linked to one patient, and their status of completion. Each 

colour signifies a different status, which is explained above the overview. 



 

12 
 

Chapter 2 

Version 1.02 

2.2  Data entry controls 

 
ALEA3 eCRF contains a number of fields and boxes which allow for the patient data to be entered.  

 

Text box 

A text box is a box (or field) in which either free text, such as letters and/or digits, can be entered.  An 

example is provided in Picture 2.2.1.  

 

Picture 2.2.1.  Example of a text box. 

 

Drop-down list 

With a drop-down list, all answers that are available according to the protocol can be shown at once. 

The answer options are hidden until the arrow to the right of the answer field is selected. The list with 

available answers from which an option can be selected wƛƭƭ ΨŘǊƻǇ-ŘƻǿƴΩ. In some cases if the required 

ŀƴǎǿŜǊ ƛǎ ƴƻǘ ƭƛǎǘŜŘΣ ϥhǘƘŜǊΩ Ŏŀƴ ōŜ ǇƛŎƪŜŘ ŀƴŘ ŀ ǘŜȄǘ ōƻȄ ǿƛƭƭ ŀǇǇŜŀǊ ǘƻ ŎƻƳǇƭŜǘŜ ǘƘŜ ŀƴǎǿŜǊ ŀŦǘŜǊ ŀƭƭΦ 

However is it always preferred to use one of the options in the drop-down list as much as possible (see 

Picture 2.2.2). 

 

 

Picture 2.2.2.  Example of a drop-down list, showing the available answers. 
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Date picker 

 

When a date needs to be completed, the date picker can be used. When clicking the icon to the right of 

the answer field, a calendar appears from which a date can be chosen (see Picture 2.2.3). It is also 

possible to simply enter the date in the answer field, preferably in the format day/month/year (i.e. 

dd/mm/yyyy). 

 

 

 

 

Repeating 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 Toxicity form which is used in the CREST study, offers such repeating table for Other Baseline 

symptoms/Radiotherapy side effects. A new row can be added by clicking the ΨLƴǎŜǊǘ itemΩ link at the 

bottom of the repeating table (see Picture 2.2.4).  

 

 

Picture 2.2.4.  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 this button opens a menu, which 

allows removing the row, as well as adding new rows (see Picture 2.2.5).    

Picture 2.2.3.  Calendar view of a date. 

picker 

A calendar appears 
when clicking this icon. 
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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.  

 

 

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

 

Check box 

If a question can be answered with check boxes, this means multiple answers, as depicted in picture 

2.2.6 are possible.          

 

 

Picture 2.2.6.   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 or not)     

 

 

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 because  

they are round instead of squared, as can be seen in Picture 2.2.7.   

 

 

 

 

Required fields 

 

Fields with a red star in the right corner (see Picture 2.2.8) cannot be left blank according to the protocol 

and/or GCP. However the incomplete form can still be saved on the 

server while waiting for the information to become available.  

 

Picture 2.2.7. Example 

of option buttons. 
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Picture 2.2.9.  An error message appearing near a field 
signifying an incorrect answer was entered. The field will keep a 
red line around its edges as long as entered data is not corrected  
 

Error messages 

If a red border appears around the field in which data was entered, this answer is not possible according 

to protocol or in combination with the answer of another field on the same page (See picture 2.2.9).  

 

In case a serious error occurs, the field 

becomes completely red. This has to be 

corrected (if incorrect) or reported to the 

sponsor immediately. The error message will 

appear as a text balloon next to the mouse 

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 hidden, read-only, or 

appear after being hidden. CƻǊ ŜȄŀƳǇƭŜΣ ǿƘŜƴ ŀƴǎǿŜǊƛƴƎΥ ΨhǘƘŜǊΩ ƛǎ ƎƛǾŜƴΣ ŀ text box appears in which a 

certain amount of free text can be entered. Pictures 2.2.10a to 2.2.10c provide an example of fields 

becoming available depending on the answer given to a certain question. 

 

 
 
Picture 2.2.10a.  Example of answer field (drop-down list box) with ǘƘŜ ŦƛŜƭŘ ƛƴ ǘƘŜ ŎƻƭǳƳƴ άwŜƭŀǘƛƻƴǎƘƛǇ ǘƻ ǎǘǳŘȅ 
     treatment greyed out. 

 

 

Picture 2.2.10b.  ²ƘŜƴ ƳŀƪƛƴƎ ǎŜƭŜŎǘƛƻƴ ƛƴ ǘƘŜ ŦƛŜƭŘ ΨDǊŀŘŜΩ, the fields, as shown in Picture 2.2.10c appear. 
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Picture 2.2.10c.  The previously greyed out columns are now displayed. 

 

 

Tab jump from field to field 

In order to minimize the use of the mouse, the tab Tab key (see Picture 2.2.11) can be used to jump 

from field to field (use shift-Tab to jump back if necessary). 

                   
                 Picture 2.2.11. Tab key.  
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2.3 Saving, validating and submitting forms 

 

After completing a form, three options are available: 

Saving 

Forms can be saved at any moment ōȅ ŎƭƛŎƪƛƴƎ ǘƘŜ Ψ{ŀǾŜΩ ōǳǘǘƻƴ ŀǘ ǘƘŜ ōƻǘǘƻƳ ƻŦ ǘƘŜ page, without 

being bothered by warning messages. Any other form, for which the information is available, can be 

completed. Saving the form does not mean that the data has already been transferred to central data 

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

forms. Saved forms show up in italics in the menu at the left of the ALEA3 eCRF screen. Those forms are 

available for editing.  

 

Validating 

 

Forms can be validated by clicking the 'Validate' button at the bottom of the page. In contrast to merely 

saving the form, the validation process will start and the result of this process will depend on whether 

the form contains fields with inconsistent or incorrect data. After 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 2.3.1.  

 

 

 

 

Picture 2.3.1.  Message stating the data of a completed form is send to the server. During this process the data will be 
validated. 

 

Validating forms without any validation errors 

When no data validation errors are present on the form, the service displays a page with a Note 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 some follow-ǳǇ ΨǊŜǎŜŀǊŎƘΩΦ   
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Picture 2.3.2.  Audit Trail comments field. 

 

 

Validating forms with validation errors or modified values. 

In case the system detects inconsistencies within data entered on the form, one or more Field 

Validation- Audit Trail entries are displayed (see Picture 2.3.3).  

 

 

 
Picture 2.3.3.  Example of Field Validation- Audit Trail entry 


