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Preface 

This manual describes the main activities for data-collection of the COSI-project. 

 

To use this manual an account for the website whocosi.org/cosi is the only requirement. 

 

Gerben Rienk Visser 

GerbenRienk@trialdatasolutions.com 
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1 Choosing your browser and starting 

To use OpenClinica you need an internet-connection and a browser. You can use Firefox (Mozilla), 
Microsoft Internet Explorer version 7 or higher, Chrome (Google) or Safari (Mac). 

To enter data you can use a PC, laptop or tablet/iPad. 

2 Logging in 

To start OpenClinica, type in the address you've been given. You will automatically be routed to 
https://whocosi.org/cosi/pages/login/login;jsessionid and the login-screen appears. 

You can log in with the user name and password that have been sent to you by mail.  

Click on button  Login . 

 

Fig. 2-1 a 

 

3 Changing your password on first time log-in 

Because this is the first time you log in to OpenClinica, you will be asked to change your password. In 
the form that opens, Reset password, you are asked to once more type in the password you've been 
given, Old Password. In the next input you type your new password, directly followed by the same 
password, New Password and Confirm New Password.  

After that you must choose a question plus the answer to that question. These will be used in case you 
have lost your password and have to request a new one. For example: Password Challenge 
Question you choose “Favorite Color”, with Password Challenge Answer “Blue”. 

Click on  Change Password  . 

https://whocosi.org/cosi/pages/login/login;jsessionid
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Fig. 3-1 

 

4 Logging out 

When you're finished with data-entry you must log out. This prevents unauthorized persons from 
viewing or changing  data. You log out by clicking Log Out in the upper right corner of the screen. 

 

Fig. 4-1 

 

5 Entering data: Schools 

5.1  Checking the right Study 

First thing to do is check if you are working with Schools or with Children.  

You can enter data for two categories, Schools and Children, for example “Cosi DEM; 1 Schools” and 
“Cosi DEM; 2 Children” 

You can check this by looking at the upper-left-corner of your browser and there it should say “Cosi 
DEM; 1: Schools (SDDEM)”  

If this is not the case, then you must first change to this Study, by clicking on the link “Change School”  
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Fig. 5-1 

.  

A list of available studies will appear and from this you choose “Cosi DEM; 1: Schools”. 

 

Fig. 5-2 

Click on  Change  and then in the next form on  Confirm . 

You should now see “Cosi DEM; 1: Schools (SD02)”. In the left column of the screen you will see the 
message Your current active study has been changed successfully. 

 

Fig. 5-3 
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5.2  Choosing the right School 

All the Schools that are available for data-entry are listed in the so-called Subject Matrix. You can get 

the Subject Matrix by clicking in the top-menu on  Enter data  . 

 

Fig 5-4 

The list of available Schools will be displayed, with icons representing the status of data-entry. When 

no entry has been started for a school, this icon is used: . Then when entry has begun but is not 

finished yet, the icon will be . When the data-entry has been marked complete the icon  will be 
used. 

 

Fig. 5-5 

 

Choosing from the list the School that you want to enter data for can be done in various ways of which 
we will discuss 3.  

1. First of all you can browse through the pages by using the green navigation-buttons. If for example 
you want to enter data for DEM18016 you first use the navigation-buttons (1) until you reach the page 
where this School is displayed. 

Then you click on the clock/calendar-icon  (2) and in the extra window that opens you must click on 
the link View/Enter Data (3) 
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Fig. 5-6 

The window that now opens contains the CRF’s or forms that must be entered for a School, which is 
just one, called School Form.  

Click on the pencil-icon to start entering data, as will be described in 7 Data-entry. The magnifier-icon 
is for viewing the CRF and the printer-icon for a paper print-out. 

 

Fig. 5-7 

 

2. Secondly you can choose a School by using the “search-box” in the upper-right right corner. If for 

example you want to enter data for School “School-DEM-004”, type it here and click  Go .  

 

Fig. 5-8 

If a School matches exactly the search-term, then the following screen will appear: 
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Fig. 5-9 

If you now click the pencil-icon you can continue entering data, as will be described in 7 Data-entry. 

3. A third way of choosing a School is by using the Filter-boxes, which are below the headers of the 

Subject Matrix. If for example you enter “0016” in the box just under  Study Subject ID  (1) and then 
click on Apply Filter (2), a selection is shown of Schools that meet this filter. Click on the 

clock/calendar-icon  (3). A small window opens and you must click on the link View/Enter Data (4) 

 

Fig. 5-10 

The window that now opens contains the CRF’s or forms that must be entered for a School, which is 
just one, called School Form.  

If you now click the pencil-icon you can start or continue entering data, as will be described in 7 Data-
entry. If you only want to view the CRF, you can use the magnifier-icon. If you want to print the data 
on the CRF, click on the printer-icon. 

6 Entering data: Children 

6.1  Checking you’re working with Children 

First thing to do is check if you are working with Children.  

The Children are all in one big study, named Cosi DEM; 2: Children (CDDEM). But they are also 
grouped by School. So you can choose whether you want to see the list of all children, or just the 
children of one School. 

You can check whether you’re working with one school or with all schools by looking at the upper-left-
corner of your browser and there it should say “Cosi DEM; 2: Children (CDDEM” if you are working 
with all the Schools.  

If you want to work with just one School, for example DEM180002, you should see Cosi DEM; 2: 
Children : School-DEM-002 (CD02-002) 



TrialDataSolutions © 2018 COSI 2018-2019 data-collection, version 2018-09-17 Page 9 of 23 

If this is not the case, then you must first change to this Study, by clicking on the link “Change School” 

 

Fig. 6-1a 

.  

A list of available studies will appear and from this you choose “Cosi DEM 2: Children”. But 
alternatively you can also choose to see just one School, for example “DEM180002” 

 

Fig. 6-2a 

Scroll down to the bottom of the form and click on  Change  and then in the next form on  Confirm . 

You should now see Cosi DEM; 2: Children : DEM180002 (CPDDEM-0002). In the left column of the 
screen you will see the message Your current active study has been changed successfully. 
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Fig. 6-3 

6.2  Choosing the right Child for the Children data 

All the Children that are available for data-entry are listed in the so-called Subject Matrix. You can get 

the Subject Matrix by clicking in the top-menu on  Enter data  . 

 

Fig. 6-4 

The list of available Children will be displayed, with icons representing the status of data-entry. When 

no entry has been started for a Child, this icon is used: . When entry has begun but is not finished 

yet, the icon will be changed to: .  When data-entry has been marked complete the icon  will be 
used. This is the same as for Schools, par. 5.2 Choosing the right School. 

 

Choosing a Child is done in the same way as was described for Schools: by using the navigation 
buttons(1), by using the search-field(2) or by filtering the Subject Matrix(3) and clicking Apply Filter 
(4). 
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Fig. 6-5 

 

The data that must be entered for children are the measurements that are taken at the schools, the 
Child-form, and the data that were provided by the parents, the Family-form. 

Fig. 6-6 

You start data-entry by clicking the pencil-icon, to the right of the CRF. 

If you only want to view the CRF, you can use the magnifier-icon. 

If you want to print the data on the CRF, click on the printer-icon. 

7 Data-entry 

7.1  The Sections 

When you are entering data the code of the School or the Child is displayed in the upper-right corner 
(1).  

The items are presented in sections or tabs(2). Each time you have completed a tab/section and 

click  Save  the next tab will be opened automatically. You can also jump to another tab/section by 
using the dropdown-list at the upper-right corner(3). 

Behind the name of each tab are two numbers, indicating the number of items answered and the total 
number of items on a tab(4). 
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Fig. 7-1 

7.2  The Save- and Exit-buttons 

Each section has two pairs of buttons:  Save  and  Exit . Both buttons are displayed at the top and the 
bottom of the screen and they act in exactly the same way, so you can choose which one you use. 

When you start entering data, the form will change. To the right of the buttons  Exit  red and yellow 
icons appear, indicating that the form contains data that have to be saved. Input fields with changed 
data get a yellow background. 

When you click one of the Save -buttons the data will be saved. If the CRF you're working on has 
more than one tab, the next tab will be displayed.

 

Fig. 7-2 

If you click  Exit  or move to another tab and the data has not been saved yet, a pop-up appears with 
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a warning message. Click Cancel to return to the CRF and save the data or click OK if you don’t want 
to save the data. 

 

Fig. 7-3 

When the data has been saved successfully, the following message appears in the next screen:  

“Your data has been saved. You may continue entering/editing data now or return at a later 
time.” 

7.3  Dates 

For date-fields you can use the calendar-icon, to the right of the input-field (1). In the top of it is a field 
Today which is a quick way to choose today’s date(2).  

You can also enter the date manually: the format is always dd-MMM-yyyy. 

 

Fig. 7-1 

 

7.4  Required fields 

In a CRF all required fields are indicated with an orange asterisk.  

If you try to save a CRF by clicking the Save -button and not all required fields are filled in, a message 
“There are issue(s) with your submission. The data has NOT been saved. See below for details.” 
appears, plus the message “Missing data in a required field.” 
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Fig. 7-2 

If the data is available, you can enter it and save the data by clicking  Save . 

If the data is not and will not be available you will have to make a Note/Discrepancy. You do this by 
clicking the flag-icon, to the right of the input field. A new window will appear, “Add Discrepancy Note”. 
The Subject is displayed, the Item concerned and the type of Discrepancy. In this case it is a “Failed 
Validation Check”. In “Description” you provide a reason, for example “Forgot to ask.”(1) Now click 

on  Submit & Close  If the CRF has not been saved before, then you must manually close the 

window and click on  Save  in the CRF screen. 
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Fig. 7-3 

Now the data will be saved and the following message appears: “Your data has been saved. You 
may continue entering/editing data now or return at a later time.” 

The Study Coordinator or the Monitor can reply to your Discrepancy Note. In that case the status will 
change from “New” to “Updated”. More about this will be discussed in section 8 Workflow of 
Discrepancies.  

7.5  Error-messages 

When the data is entered it will be validated. This can be on range or on format. An example of a 
range-validation is when you want to enter a weight of 35 kg, but accidentally enter 355. A message 
will appear that this value is out of range. 

An example of a format-validation is when you enter a time like 9:45 where the expected format is 

hh:mm. When you click  Save  you will get an error-message Please give a time like 08:15 or 14:05. 
And a red exclamation mark will be beside the item that needs correcting. 

 

Fig. 7-4 
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Correct the answer to “09:45” and click  Save  again. 

If you are entering data from paper and the data from paper causes an error-message, you must 
manually give a reason for the value being out of range. For example, on the paper is written that a 

Child weighs 155 kg. You enter this, but when you click  Save  a message is displayed that the weight 
must be between 0 and 99. You click on the blue flag, next to the item. 

 

Fig. 7-5 

A new window opens and in it you specify that this was on paper. Then you click on  Submit  and you 
close the window. 
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Fig. 7-6 

In the form the blue flag will have changed to red. 

7.6  Marking data Complete 

When data-entry for a School or a Child is complete and all discrepancies have been solved, then the 
CRF can be marked as Complete. You do this by going to the last tab of the CRF. Next to the 

buttons  Save  and  Exit  is a check-box “Mark CRF Complete”. 

 

Fig. 7-7 

After you have Marked the CRF Complete and have clicked  Save  you will return to the page that 
gives an overview of the CRF’s of one School or one Child. The icon representing the CRF will be 
green. 
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Fig. 7-8 

Only when both the Family-form and the Child-form have been Marked Complete, then the status of 
the data-entry for the Child in the Subject Matrix will also be Complete. 

 

8 Workflow of Discrepancies 

What happens when a Discrepancy is created during data-entry? For example, you have entered in 
the School-form for the number of hours spent on physical education 300, because that is what was 
said by the principal of the school. An error-message appears and you click the blue flag and indicate 
that this is the correct value. 

 

Fig. 8-1 

Then you click Submit and then in the form click Save. 

The Monitor or Data-manager of COSI for your country will look at this Discrepancy and decide what 
must be done with it. Suppose he/she decides that this number must be checked with the School. The 
Monitor will add a note to this Discrepancy and assign it to you. 

Next time you login, there will be a link Notes & Discrepancies Assigned to Me: 1 
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Fig. 8-2 

When you click on this link, the screen Notes & Discrepancies will be opened. Not all the 
Discrepancies will be displayed, but only those assigned to you. 

If you click on the right-most icon the Discrepancy plus the form will be opened. 

 

Fig. 8-3 

In the window with the Discrepancy you read the instructions of the Monitor and you contact the 
School and they correct the answer to 30 minutes. 

Be aware that when you open the form from the Notes & Discrepancies, you open it in View-mode. If 
you want to change the data you should select the right School using the Subject Matrix.  

When you have changed the 300 into 30, you can tell this to the Monitor by once again clicking the 

flag of the item and in the small window click on  Update Note    
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Fig. 8-4 

Now enter that you have corrected the value and ask the Monitor to close this Discrepancy. 

 

Fig. 8-5 

 

9 Extra 

This last section of the manual is only for special circumstances, for example when you want to 
change your password or when OpenClinica is not working as expected. 

If these instructions do not suffice, please contact 

info@trialdatasolutions.com 
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9.1  Changing your password 

 

You can change your password any time by clicking on menu option Tasks and then choosing 
Update Profile. 

The form “Change User Profile” appears, allowing you to change data about your account. All fields 
with an asterisk * are required. This means you must provide a telephone number for Phone. Of 
course this can be any number. To save the changes you must provide your password, even if you 
have only changed for example your email. In that case you can leave field New Password blank. 

After clicking button  Confirm Profile Changes , the screen Confirm User Profile Updates opens. 

Check your account-data one more time and click button  Update Profile . In the left column of the 
screen the message “Your profile has been updated successfully” appears. 

 

9.2  When you've lost your password 

When you've lost your password you can request a reset of the password. A new, random password 
will be sent to the email-address you provided in your account-data. You request this new password by 
clicking Forgot Password? in the log in screen. The form “Request Password Form” opens.  

Type in User Name your user-name and in Email the email address, as used in OpenClinica. Then 
you select the Password Challenge Question and give your Password Challenge Answer. Click 

button  Submit Password Request  and after a few minutes a mail will be sent to you with the new 
password. After logging in with this new password, you must change it immediately, just as when you 
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log in for the first time. 

 

 

If you can’t remember your Password Challenge Question and/or Answer, then please write a mail to 
ocadmin@dnpcosi.org. 

9.3  Enabling java-script in your browser 

To function properly OpenClinica uses java-script in the browser.  

Check your browser is set up to execute Java-script.  

In Firefox you can check this by clicking the menu-
option “Tools”-”Options”. In the window that opens, 
click on the tab “Content” and make sure “Enable 
JavaScript” is checked. 

 

 

 

 

 

 

 

 

 

In Internet Explorer you can check if Java-script is 
enabled by clicking menu option “Tools”, “Internet options”. In the window that opens click on tab 
“Security”. Then you click “Custom Level ...” Scroll down to “Scripting” and check if “Active Scripting” is 
set to “Enable”.  
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