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1. OpenClinica Support 

Contact Clinical Data Systems (CDS) Production Support for any OpenClinica 
related queries.   

By e-mail: cds_support@imperial.ac.uk 

By phone: +44 (0)207 5942614 

Links to the OpenClinica training modules can also be found on the Website:  

https://www.imperial.ac.uk/clinical-trials-unit/clinical-data-systems/cds-
openclinica/training-openclinica-40/ 

 

2. Study Database Access 

Upon successful completion of the OpenClinica role(s) based training, a user can 
request an OpenClinica account by completing the OpenClinica User Activation 
Form (UAF) accompanied by the relevant training certificate to CDS Production 
Support.   
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The form requires approval by either the Study Manager or Chief Investigator (CI).  
Once the form has been completed and sent to CDS Production Support, the 
requested role will be created in OpenClinica.  

You will receive a time sensitive email from OpenClinica inviting you to the study, 
which includes details of the URL and a link to setup your password. You will have 
14 days to click on the link to activate your account. If the time passes and the link 
becomes inactive, contact the CDS Production Support team and they will send you 
the invitation again.  Please try to complete process in a timely manner. 

 

URL: https://imperial.openclinica.io/OpenClinica 

OpenClinica is a cloud based system which is accessible via one URL to access all 
studies you are assigned to. 

Once your account has been activated, enter the unique username and password to 
gain access to OpenClinica.  

Username and password are personal and must not be shared or transferred to 
other persons. 

 

2.1 Password Management 

If you forget or enter an incorrect password more than twice you need to click on the 
“Don’t remember your password?” link on the login page and answer the questions 
provided, the answers are based on those set up when you first logged in.  

OpenClinica will send an automatic email to the registered email address (provided 
on the UAF) with a link to reset the password. This does not affect the QR code or 
the MFA login details. 

For forgotten log in details please contact the CDS Production Support who will be 
able to resend you the invitation.   

 

3. Using Multi Factor Authentication (MFA) to log into OpenClinica  
 

1. Firstly, install Google Authenticator on your mobile device. You will be 
required to use this app each time you sign in to OpenClinica. 

OpenClinica Login page 
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2. Open OpenClinica webpage 
(https://imperial.openclinica.io/OpenClinica/MainMenu) on your computer and 
login to your account with your existing username and password. Open the 
Google Authenticator on your mobile phone and scan the QR code 
displayed on the next page. 
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3. You will be provided with a 6-digit code on your mobile device after scanning 
the QR code on the computer screen.   

4. Enter the 6-digit code into the field on the OpenClinica login page and click on 
“Log in”. 

 

 

If you are unable to scan a QR Code 

5. For users that are unable to scan the QR code, click on “Unable to scan” link 
on OpenClinica webpage after entering your username and password. This 
will provide 32-key code. 

6. On the mobile app (Google Authenticator), select “Enter a setup key” and 
enter the 32-key code provided in the step above. This will generate a 6-digit 
code that will need to be entered into the field on the OpenClinica login page 
and click on “Log in”. 
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7. The scanning of the QR code (or entering the 32-digit key code) is a one-time 
step.  

 

Once this is setup, the account is saved on Google Authenticator app and the 6-digit 
codes are generated automatically without the need for a QR Code or a key code 
each time you try to login. 
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Once these details are entered, click “LOG IN”. The system will then display another 
screen in which to enter your one time code, this is generated by the Google 
Authenticator app on your smartphone. You will be required to download the Google 
Authenticator app to retrieve this code before you can access your study.  Enter the 
code that appears in the authenticator app into the and click “LOG IN” 

 

 

 

The system will then display a HOME screen which is dependent on your user role. 
Monitor role will have a different home screen to Data Entry, CI and PI roles 
(Participant Matrix home screen will be displayed). The HOME screen showing this 
study information {Title, CI, Site etc.) 
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It is good practice to log out once you have finished using the OpenClinica 
application. This is particularly important if you are not using your own computer.   

After a set period of inactivity (1 hour by default) you will be automatically logged out 
of the system. 

To log out click on the 'Sign Out' button in the navigation bar at the top right hand 
side of the page. 
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4. General Data Entry Guidelines 

Data entry must be completed for ALL subjects.  To adhere to Good Clinical 
Practice (GCP): 

 Data entry for a completed visit should be performed within 5 business days 

 Data queries should be answered within 10 business days 

 Data entry must only be completed by authorised personnel who have 
received trial-specific and OpenClinica training and are competent in eCRF 
completion 

 Avoid using abbreviations in text fields (other than NA - Not Applicable, ND - 
Not Done, NK - Not Known and UNK - Unknown) and acronyms, unless 
they are approved medical abbreviations known to be acceptable.  

 Avoid using abbreviations that are ambiguous or could be interpreted 
differently. 

 Anywhere on the eCRF that 'other (specify)' is selected, there is usually an 
entry in the space provided describing what 'other' means. 

 Subject identifiers should not be used anywhere on the eCRF, such as 
subject’s name, initials, address, hospital number etc., in order to maintain the 
confidentiality of the subject. 

 

4.1 Study Home Page 

After login and selecting the study, you will be directed to the respective eCRF. Here 
you find the ‘Navigation Bar’ and an overview about the status of the study which is 
the ‘Participant Matrix’. The ‘Icon Key’ can also be found. 
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4.2 Navigation Toolbar 

 
 
 
The Navigation toolbar provides access to some additional task features: 
 
Home: Use to navigate to the Home page designed for your study. which can be 
the Welcome screen, Participant Matrix, or Source Data Verification screen 
(depending on role) 
 
Participant Matrix:. This screen displays the Participant’s general information, 
Events, and Forms. 
 
Queries:. Displays query statuses information on your study 
 
Study Audit Log: Displays audit trail history for each participant in the study 
 
Tasks: Also lists associated tasks 
 
 

4.3 Adding a Participant 

Participants can be added manually or automatically this will be dependent on the 
chosen method of creation for your study. 

Participant Matrix 

Icon Key 

Navigator Bar 
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There are two options to create subjects:  
 
Option 1: click on ‘Tasks’ in the Navigation Bar and then select ‘Add Participant’ 

 

Option 2: In the Participant Matrix screen, click Add New Participant  

 

1. Click the Add button in the Add New Participant screen to generate a 
Participant ID. 

 

 

 
5. Removing/ Restoring Participant Data 

Data Manager and CI or PI user roles only  - If you want to REMOVE a participant 
from the study, open the Participant Matrix and remove the subject by selecting the 

(  ) icon in the Actions column. 
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You will be redirected to the screen ‘Remove Participant from Study’ → Click 
‘Remove Study Participant’ to confirm you want to delete the subject from the 
eCRF.  

This action can be undone by clicking on the Restore icon ( ). 

 

6. Participant Information 

6.1 Participant Matrix 

The ‘Participant Matrix’ displays  a table for all  participant subjects) and their data 
entry status in the Study (per site). One participant per row, with the Study 
Participant ID in the first column. The other columns are for Visit events.  
 
You can view, enter, and change data for participants. Each cell in the matrix shows 
an icon that identifies the status of the CRF for the participant.  
Move the cursor over an icon in the matrix to view and access participants data and 
to access actions you can perform for that CRF. Refer to the Icon Key in the sidebar 
for icon descriptions, and see about the Event Status for more details. 
 
This layout provides the visit based events for subjects showing the overall statuses, 
definitions of each status is found in the icon key section , bottom left of the screen.  
 
 

 

 

6.2 Icon Key 

Below displays the icon definitions which show the status of an Event: 

Status/Action Icon Description 
Not Started 

 

The Event has not been started. 



SOP_TEM_DM018 v1.0 

COLLABORATE eCRF Completion Guidelines Version 1.0 05/02/2026   
Ref: SOP_DM013 Case Report Form Design 
SOP_TEM_DM018 v1.0 Effective 12-JUL-2022  Page 15 of 68 

 
Not Scheduled 

 
 

The Event has not been scheduled. 

Scheduled 
 

The Event has been scheduled, but no data has 
been entered. 

Data Entry 
Started  

A user has started to enter data. If the Event is in 
‘data entry started’, you can’t go back to previous 
Status. 

Stopped 
 

The Participant has temporarily stopped 
participating in the study. this status can be 
selected from the dropdown menu on the ‘Update 
Event’ screen when the current status is data entry 
started. 

Skipped 
 

The user has decided not to complete the Event. 
Any data that has been entered can still be viewed 
and/or exported. You can select this setting from 
the dropdown menu on the Update Event screen 
when the current status is scheduled. 

Completed 
 

A user has completed data entry for at least one 
Form in the Event. If further changes are needed in 
that Form, you are required to provide a reason for 
change. 

Signed 
 

The Study Event has been signed off. This icon 
appears in addition to the status. When the 
Investigator signs the casebook for a Participant, 
the OpenClinica system automatically sets the 
status for all Study Events for that Participant to 
‘signed.’ After an Event status is ‘Signed,’ any 
changes to the CRF automatically change the Event 
status back to ‘Completed.’ 
 

Locked 
 

The Study Event has been locked. No data can be 
added, and the Event cannot be removed. This icon 
appears in addition to the status.  This is performed 
by the Data Manager role. 
  
Note: You can set the status for a Study to ‘frozen’ 
or ‘locked,’ and while that does not change the 
status of any Events in the Study, it does prevent 
users from changing data. 

Archived 
 

The Study Event has been archived. . This icon 
appears in addition to the status. This is performed 
in  Study Designer. 

Removed 
 

 

The Study Event has been removed for a 
participant is remove/ 

6.3 Events 
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A (Study) Event is the timepoint in the study where data has to be entered in the 
eCRF. The following events are defined for COLLABORATE on OpenClinica: 

 Eligibility Review 

 Consent Monitor Confirmation (relevant to sponsor only) 

 Randomisation 1 

 Randomisation 2 

 Neontal Discharge 

 MRI Visit (relevant to the Royal Infirmary of Edinburgh site only) 

To view or Edit data for a participant  

Click the icon for a scheduled, data entry started, or completed Event and 
select View/Enter to view the Participant Details screen 

. 

 

6.4 Scheduling a Study Event 

If you want to enter data, you have to schedule the respective Event. This is done in 
the ‘Participant Matrix’. Please click on the Event you want to schedule. A window 
pops up and then click on ‘Schedule’. 
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The ‘Schedule Study Event’ screen  appears. 

 

 

 Complete the screen details: 

 Study Event/Definition: Select the respective event from the drop-down list. 

 Start Date/Time: Default date is the current date when Event is scheduled in 
the eCRF or enter date required. This field is optional 

 End Date/Time: Enter date, this field is optional 
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 Then click ‘Proceed to Enter Data’ Now the respective event has been 
scheduled and you may start the data entry. 

 

6.5 Removing an Event 

If an Event has been entered in error you can remove that event or form (examples 
below are shown for an Event) 

To remove the event Click the Remove button in the three dots menu on 
the Participant Details screen. This is replaced with the Restore button. 
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Note: If an Event is removed after being signed, the signature is invalidated, and if 
restored, the form must be signed again. 

 

6.6 Restoring an Event 

If you have removed an Event you want to restore, click the Restore button in the 
three dot Event Actions menu on the Participant Details screen. This is replaced 
with the Remove button. 

 

 
 
Please note: If an Event is removed after being signed, the signature is invalidated, 
and if restored, the Form must be signed again. When data was entered on the Form 
prior to the Event being removed, The event this form is in has been 
removed appears at the top of the Form. 
 
 
7. Entering Data  

7.1 Data Entry Directly into a Form 

1. Click the Add New button to add a form associated with the Event. This will open 
the form directly for you to document. 

2. Click the Edit button in the three dots menu to open the form. 
3. Enter information into each field. 

 



SOP_TEM_DM018 v1.0 

COLLABORATE eCRF Completion Guidelines Version 1.0 05/02/2026   
Ref: SOP_DM013 Case Report Form Design 
SOP_TEM_DM018 v1.0 Effective 12-JUL-2022  Page 20 of 68 

 

Alternatively 

 Click on the pen icon to enter or edit data in the form.  

 Click on the magnifier to view data in the form 

 

 

When you select the ‘Pen Icon’, the CRF form opens and you can start to enter data. 
Please fill in the entire form. When you have finished entering data, you can close 
the CRF Form and continue to enter data later or select  ‘Next’ or ‘Complete’  
 
If you forget to enter data in at least one mandatory field, when you click ‘Complete’,  
you will receive an error message alert 
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7.2 Navigating Between Forms 

If you click Next, the system will automatically move you to the next page in the 
event form when it finishes saving the data.  If you click Back you will go back to the 
previous section of the CRF. Closing the form saves all changes made. 
 

 
 

7.3 Marking the CRF Complete 

The CRF must be marked complete, after finishing data entry for the complete CRF. 
When all sections (of an event) are complete, select ‘Complete’. 
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This will change the status of the CRF from ‘Data Entry Started’  to ‘Complete’ 
The Status of the CRF will remain complete, even if the data is changed afterwards. 
 

7.4 Changes made to a CRF Form after being marked Complete 

 
If you make any changes to the data after it has been marked complete, an alert 
occurs and you will be required to enter a note indicating the reason for change at 
the bottom of the form.  
 
Complete both fields 

 
 
 
The Rights group roles that can perform data entry in OpenClinica are: 

 Data Entry - Study 

 CI 

 PI 

 Data Entry - Site  
 

7.5 Specific Field Types: Mandatory Fields 

All mandatory fields will need to be completed – these fields will remain shaded with 
a pink background after the form has been submitted until they are completed. If any 
data are permanently missing because it is not done, unknown or not applicable, the 
site must click on the comment bubble icon and add an ‘annotation’ in order to 
indicate this Although this site should make every effort to complete mandatory fields 
wherever possible.  
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An annotation is added to a field to make a note and keep track of workflow. 

 

 

7.6 Specific Field Types: Empty Non Mandatory fields 

If for any reason a field is blank for any of the regular fields, within this field will be a 
comment bubble icon and add an annotation. 

 

7.7 Specific Field Types: Date Fields 

All date parts of the DATE field must be completed wherever possible, but there may 
be instances where this may not occur. Some dates are set up to allow partial dates 
to be entered.  Where a date field is unknown this should be entered on the system. 
Your study requirements will have pre-defined date formats where applicable on the 
CRF forms. 
 

7.8 Specific Field Types: Auto Calculate 

You may see a field that does not have an area for you to enter data, but instead is a 
blank greyed out space. This is an auto calculated field i.e. either a mapping field 
from another entered field or a calculated field.  When you enter the information the 
system will take some of the information recorded and uses a formula to calculate a 
response for that field. You do not have to do anything except enter the data in the 
provided fields and submit. 

Pink shaded fields indicate this is mandatory and 
are required to be completed. 
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Data Entered and Saved - BMI has been calculated from entered height and weight. 
 

7.9 Study Event Repeats 

Repeating Events are used for entering multiple records of data into the same form 
i.e. Adverse Events, Concomitant Medications. 
 
When you first access a repeating form, you will see an empty summary. Click the 
Add New button to access the questions and create one form for entry. 
 

 
 
 
Once you have completed the questions on the form, click the Complete button to 
save the data.  
 
The saved record will then appear on the summary entries.  
 

BMI automatically 
populated by 
OpenClinica system. 
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Create new, additional forms by clicking on the ‘Add New’ button for additional 
entries as needed. 
 

7.10 Adding Unscheduled Events 

If an unscheduled event is required to be added; the ‘Participants Details include 
an unscheduled section.  

 

Navigate to an unscheduled visit for the participant, if the subject does not have any 
unscheduled visits, in the content pane, click ‘Add New’ to display a blank event at 
the bottom of the page. 
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7.11 Modifying Saved Data 

Once data are saved into a form, data can be modified as follows:  
 
Click Edit in the three dots menu on the Participant Details screen. If you have 
permission to access the Form, you can start entering or editing data. 
 
You can access the form the same way by clicking on the field that needs modifying. 
Correct the data as needed and provide a reason for change.  
 
If you edit a form that has already been completed, you must enter a reason for 
change. 
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If your changes do not meet form requirements, such as constraints, you will see a 
message alerting you that specific values have errors and must be changed. 

 

7.12 Signing an Event 

Changes made to 
form. 

Reason for change 
should be 
recorded in the 
box below 
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After data entry of a CRF is completed, reviewed and all discrepancies are resolved, 
a PI (person of the site having the ‘Investigator’ rights in OpenClinica) must sign the 
CRF. When the PI signs an Event, they provide their approval of all CRF data for the 
CRF for the participant. CRFs are eligible for signature once the Study Events are in 
a “final” state i.e. (Not Scheduled, Complete, Stopped, or Skipped) 
 
Please Note: If you update a signed form with a data update, OpenClinica will 
invalidate the previous signature and update the signature listings and each form to 
indicate that the form or case report book must be signed again. 
 
To sign a study event 

 Go to the Participant Matrix, then click the Event you want to sign. 
 Select Sign from the drop-down list (Sign only appears if the event is in a 

final state as stated above). 
 

 

Or 
 

 Click the View icon for the participant with an event you want to sign 
 Find the Event you want to sign, and select Sign in the Actions drop-down 

list 
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If all Events for a participant are in a final state (Not Scheduled, Completed, 
Stopped, or Skipped), then the entire participant record can be signed. 

 

The Electronic signature screen appears 
 
Electronic signatures in OpenClinica are considered a legal signature and verification 
of the attestation provided. Signatures are applied through the use of an OpenClinica 
account and its associated username and password, so keep this information 
secure. 

1. The Electronic Signature screen includes an attestation, your full name, a 
listing of the records you are signing, and a prompt to enter your username 
and password. 

2. Scroll to the bottom of the page to see a list of forms in the Event and the 
status of queries for each of those Forms: 

3. Enter your username and password and click Submit to complete the 
electronic signature process. 
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4. You will be taken back to the Participant Details screen to view the Signed 
icon on the event. 
 

 

 

8. Query management 

8.1 Answering System Queries 

Once data entry has been performed and you click the ‘Complete’ button, the 
system compares the data to the system queries associated with the page.  The 
system creates queries automatically if you close a form that has unaddressed 
errors. You can also manually create queries as needed. 
 
There are two options to respond to this query. 
 

1. If the data was entered incorrectly, you can modify the data.  If the updated 
data no longer meets the query conditions, the query will automatically close. 
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2. You can respond to the query with an explanation as to why the data is 
correct as entered.   
 

Query will then change to an “Updated” status. 
 
To review data associated with a query You can either: 

 View Query Only 
 

  View Query within record 
 
You can access these options from the Actions column of the Queries table. 
 

 
   

View Query Only
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View Query Within Record 

 

 

 Icon - indicates an Open query. 

If data is changed, they will be prompted to enter a reason for change. 

 

8.1.1 Answering System Queries: Modifying Data 

 Open a Form. 
 Click the Query Bubble in the field you want to create a query for. 
 Select the query you want to respond to and/or update. 
 If you need to change information in a form, close the Query widget, and make 

changes to the Form manually. You must provide a Reason for Change before 
completing the Form (Optional). 

 In the Respond to query field, enter text explaining the query response. 
 Select a user from the drop-down list next to Assign to. If you want to email that 

user to notify them about the query, check the box next to Email. When a query 
notification email is sent, it includes the Query ID for easy access (Optional) 

 Click the Update button to add the response and leave the query open. 
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8.1.2 Answering System Queries: Providing an Explanation 

If the data is correct as entered, you can respond by providing more details either by 
responding to the query and/or updating the field, and the query status will change. 
Click the ‘Update’ button. 
 
 

 Icon - indicates an Updated query. 

Query status is now changed to Updated. 
 

 
 

8.1.3 Answering Queries: Other Query Types 

Manual Queries are entered by OpenClinica users that have permission rights, for 
example, a Monitor. Therefore, they do not open as an automatic query when the 
page is saved but may appear at any time during the conduct of the study. You have 
the same options to respond – to change the data or to provide an explanation. You 
will be required to respond to each of these queries. 
 

9. Study Specific Guidelines 

9.1 CRFs relevant to all sites 
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Please follow the steps above regarding adding a new participant. 

 

9.1.1 Eligibility Review Visit (applicable to all sites) 

Participating sites in COLLABORATE will have been assigned different site types depending 
on if the site is participating in just Randomisation 1 (pHDM supplement compared to 
formula supplement), in just Randomisation 2 (routine fortification compared to no routine 
fortification), or in both study randomisations. This will determine the relevant CRFs that 
appear when the Eligibility review visit is scheduled. 

All sites should add the Eligibility review visit by clicking ‘add new’ in the Visits section of the 
participant record. You can leave the start date that auto populates, and no end-date is 
required.  

 

Sites participating in Randomisation 1 only 

The following CRFs will be visible after adding the Eligibility Review visit: 

- R1 verbal consent 

- Eligibility 

- Participant ID 

- Randomisation stratification  

Sites participating in Randomisation 2 only 

The following CRFs will be visible after adding the Eligibility Review visit: 

- R2 verbal consent 

- Eligibility 

- Participant ID 

- Randomisation stratification  

Sites participating in Both Randomisation 1 and 2 

The following CRFs will be visible after adding the Eligibility Review visit: 

- R1 and R2 verbal consent 
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- Eligibility 

- Participant ID 

- Randomisation stratification 

Edinburgh site taking part in the mechanistic sub-study 

The following CRFs will be visible after adding the Eligibility Review visit: 

- R1 and R2 verbal consent 

- Eligibility 

- Sub study Consent  

- Sub Study eligibility 

- Participant ID 

- Randomisation stratification 

Please see the below instruction on how to complete each CRF in the Eligibility review visit. 
Note – Instructions for the Edinburgh site taking part in the mechanistic study for completion 
of Sub study consent and sub study eligibility can be found in section 9.2. 

 

9.1.1.1 R1 Verbal consent statement CRF 

The consent statement should be completed directly into OpenClinica, if you have used a 
paper version of this form to collect the data, please transcribe the data directly into this 
electronic form. An example of a fully completed form is below. A copy of the completed form 
should be provided to the parent and uploaded to the medical record. Click complete and 
then Confirm when the form has been fully completed.  

To download a PDF or print a copy of the completed consent form, once the form has been 
completed, open it up again in ‘view mode’ and you will see the print icon in the top right of 
the page. Please click on the icon and then untick the ‘show history’ field in the options 
selection before clicking ‘prepare’. You can then choose to print the form or save it as a 
PDF. 

Notes about specific fields: 

- Baby’s full name is optional field in case this has not been decided by the parent yet 

- All other fields on the consent form are mandatory to be completed 

- When you populate the “Consent for donor milk supplement vs formula supplement 
(Randomisation 1)” field, with yes, the additional fields will appear 

- The date of consent date needs to match the date at the bottom alongside the ‘staff 
name’ sign-off field 

- If parents agree to ‘Consent to recontact parent/guardians for future research’ and/or 
’consent provided to share study updates and results’, additional fields will pop up to 
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collect the parent email, mobile number and postal address – please enter correct 
contact details. 

o Emails must be entered with @ in 

o Mobile numbers must be entered with +44 and then a space  
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9.1.1.2 R2 Verbal consent statement CRF 

The consent statement should be completed directly into OpenClinica, if you have used a 
paper version of this form to collect the data, please transcribe the data directly into this 
electronic form. An example of a fully completed form is below. A copy of the completed form 
should be provided to the parent and uploaded to the medical record. Click complete and 
then Confirm when the form has been fully completed. 

To download a PDF or print a copy of the completed consent form, once the form has been 
completed, open it up again in ‘view mode’ and you will see the print icon in the top right of 
the page. Please click on the icon and then untick the ‘show history’ field in the options 
selection before clicking ‘prepare’. You can then choose to print the form or save it as a 
PDF. 

Notes about specific fields: 

- Baby’s full name is optional field in case this has not been decided by the parent yet 

- All other fields on the consent form are mandatory to be completed 

- When you populate the “Consent for routine fortification vs no routine fortification 
(Randomisation 2)” field, with yes, the additional fields will appear 

- The date of consent date needs to match the date at the bottom alongside the ‘staff 
name’ sign-off field 

- If parents agree to ‘Consent to recontact parent/guardians for future research’ and or’ 
Consent provided to share study updates and results’, additional fields will pop up to 
collect the parent email, mobile number and postal address – please enter correct 
contact details. 

o Emails should be entered with @ in 

o Mobile numbers should be entered with +44 and then a space  
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9.1.1.3 R1 and R2 verbal consent statement form 

The consent statement should be completed directly into OpenClinica, if you have used a 
paper version of this form to collect the data, please transcribe the data directly into this 
electronic form. An example of a fully completed form is below. A copy of the completed form 
should be provided to the parent and uploaded to the medical record. Click complete and 
then Confirm when the form has been fully completed. 

To download a PDF or print a copy of the completed consent form, once the form has been 
completed, open it up again in ‘view mode’ and you will see the print icon in the top right of 
the page. Please click on the icon and then untick the ‘show history’ field in the options 
selection before clicking ‘prepare’. You can then choose to print the form or save it as a 
PDF. 

Notes about specific fields: 

- Baby’s full name is optional field in case this has not been decided by the parent yet 

- All other fields on the consent form are mandatory to be completed 

- When you populate the either the “Consent for donor milk supplement vs formula 
supplement (Randomisation 1) field or “Consent for routine fortification vs no routine 
fortification (Randomisation 2)” field, with yes, the additional fields will appear 

- The date of consent date needs to match the date at the bottom alongside the ‘staff 
name’ sign-off field 

- If parents agree to ‘Consent to recontact parent/guardians for future research’ and or’ 
Consent provided to share study updates and results’, additional fields will pop up to 
collect the parent email, mobile number and postal address – please enter correct 
contact details. 

o Emails must be entered with @ in 

o Mobile numbers must be entered with +44 and then a space  
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9.1.1.4 Eligibility CRF  

Depending on which consent has been given on the consent form, this information is piped 
into the eligibility CRF.  
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All inclusion and exclusion criteria needs to be confirmed for the participant.  For the baby to 
be eligible, all inclusion criteria needs to be answered Yes and all exclusion criteria needs to 
be answered No. Enter the relevant data and then click Complete and Confirm. 

Final eligibility check: 

- If Yes is answered, staff member inputs their name to confirm eligibility  

- If No is answered, please confirm if the inclusion or exclusion criteria has been 
violated. 

 

 

9.1.1.5 Participant ID CRF 

- Enter the NHS, CHI or H&C number (you can leave blank if this has not been 
assigned yet, and complete it later) 

o NHS CHI or H&C number needs to be 10 digits 
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- Enter the Badger ID and re-enter the ID number, an error message will flag if the IDs 
do not match 

- If the parent has been registered to the ePARCA-R questionnaire please put yes and 
provide the ID number 

o If this discussion has not been had with the parent, leave this blank and come 
back later to complete 

o If the parent did not wish to be registered or if the site does not wish to use 
ePARCA-R, select ‘No’ and the state the reason 

o The ePARCA-R database is not currently live, further instructions will be 
provided to sites in section 9.3 when you can start registering parents 
to ePARCA-R. For now, please leave this question blank. If the 
participant is discharged before you have been able to register the 
parent to ePARCA-R, use the contact details provided in the parent 
medical records to send the invitation to ePARCA-R. 

 

 

- Click complete and confirm when data has been entered. 

 

9.1.1.6 Randomisation Stratification CRF 

Please complete the relevant stratification factors required for randomisation (neonatal 
network, gestational age category, severe growth restriction). Click complete and confirm 
when data has been entered. 
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9.1.2 Randomisation 1 visit (applicable to sites taking part in 
randomisation 1) 

Schedule the Randomisation 1 visit, the following CRFs will be visible: 

- Randomisation 1 eligibility 

- Randomisation 1 assignment  

 

9.1.2.1 Randomisation 1 Eligibility CRF 

The previously completed stratification data will automatically appear on this CRF.  

If the participant is eligible for randomisation, select Yes on the CRF. 

- Select randomise, the date of randomisation and the site ID of randomisation auto 
populates. Please do not edit the site ID unless agreed by 
collaborate@imperial.ac.uk , as this is a required field for data analysis.  

- When you click Complete, the randomisation assignment will be populated on the 
next CRF (Randomisation assignment CRF). 

If the participant is not eligible, select No and then complete and confirm the form. 

IMPORTANT: once this form has been completed and confirmed, do not re-
open this form in edit mode, only ‘view’ mode. This is to ensure the auto 
inputted stratification data remains correct.  
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9.1.2.2 Randomisation 1 assignment CRF 

Open the assignment CRF, and the participant’s allocation will be visible. You may need to 
exit the form and re-open the form if the allocation does not show immediately, the 
data may only update on the second time. 

Please click complete and confirm when the assignment has populated. 

 

 

9.1.3 Randomisation 2 visit (applicable to sites taking part in 
randomisation 2) 
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Schedule the Randomisation 2 visit, the following CRFs will be visible: 

- Randomisation 2 eligibility 

- Randomisation 2 assignment  

9.1.3.1 Randomisation 2 Eligibility CRF 

The previously completed stratification data will automatically appear on this CRF.  

If the participant is eligible for randomisation, select Yes on the CRF. 

- Then select randomise, the date of randomisation and the site ID of randomisation 
auto populates. Please do not edit the site ID unless agreed by 
collaborate@imperial.ac.uk , as this is a required field for data analysis.  

- When you click Complete, the randomisation assignment will be populated on the 
next CRF. 

 If the participant is not eligible, select No and then complete and confirm the form. 

IMPORTANT: once this form has been completed and confirmed, do not re-open this 
form in edit mode, only ‘view’ mode. This is to ensure the auto inputted stratification 
data remains correct.  
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9.1.3.2 Randomisation 2 Assignment CRF 

Open the assignment CRF, and the participant’s allocation will be visible. You may need to 
exit the form and re-open the form if the allocation does not show immediately, the 
data may only update on the second time. Click complete and confirm when the 
assignment has been populated. 

 

9.1.4 Neonatal Discharge Visit (applicable to all sites) 

Schedule the Neonatal Discharge Visit, the following CRFs will appear: 

- Laboratory results 

- Clinical Outcomes 

- Reminders 

 

 

9.1.4.1 Laboratory results CRF completion 

Please complete the three fields. If you select Yes to any of the below fields, you will be 
prompted to  enter the Maximum serum Urea during NNU Stay, and the result date. Please 
complete data fully. As per the protocol, please enter the maximum measures during overall 
NNU stay. The fields are set to trigger queries for ‘unexpected values’: 

- The maximum serum urea has an expected range of 0-15 

- Maximum serum creatinine has an expected range of 0-400 

- The Maximum alkaline phosphatase has an expected range of 100-2000. 
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Please double check the data if this alert pops up. 

- Click Complete and Confirm if all is correct.  

 

 

 

9.1.4.2 Clinical outcomes CRF completion 

When you open the CRF the following view will be displayed with 3 fields. The second field 
autocompletes depending on whether the participant is taking part in the second 
randomisation. Please complete all fields.  

- If Yes is selected to ‘Is the participant taking part in routine fortification vs no routine 
fortification (randomisation 2) then an additional question will be asked: ‘Was rescue 
fortification required- Yes/No) 

o If Yes is answered to this question , then the date that routine fortification was 
started is required to be inputted. 
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- If Yes is selected to ‘Did the participant undergo surgery for NEC prior to initial 
discharge’ the following 6 fields appear: 

 

 

 

 

 

 

 

 

 

 

 

 

If Yes is selected to ‘Was a reoperation needed’, a field opens to enter in the number of 
reoperations (excluding the primary operation required) 

If ‘Other’ is selected in ‘Type of primary surgical procedure’ – a field to specify opens. 

 

9.1.4.3 Reminders  
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Please complete the fields on this CRF to confirm if there have been any new unexpected 
SARs, and if the participant has been transferred to another unit. Complete and Confirm to 
complete this CRF. 

 

 

9.1.5 Participant Transfer form (relevant when baby is transferred to a step 
down unit) 

Before transfer on open clinica: 

If a participant has been/or will be transferred to a step-down or another neonatal unit soon: 

- Please contact collaborate@imperial.ac.uk for further instructions and to organise the 
transfer of the baby on OpenClinica.  

- Please ensure all data entry on the CRFs is as up to date and accurate as possible 
for the baby, and that all required fields up to that time point have been completed. 
When a baby has been transferred to a new site on OpenClinica, staff from the 
original recruiting site will no longer have access to the patient record on 
OpenClinica, so it is imperative that data is as complete as possible, and all data 
queries have been actioned and resolved.  

- Please ensure the study PI is aware that the baby is moving neonatal units, and that 
arrangements have been made with the step-down unit to continue the baby’s 
participation on the study (including randomised treatment where applicable). Note – 
if the step down site is not set up as a site for the COLLABORATE study, please 
contact collaborate@imperial.ac.uk for further instructions. 

- Please ensure the parent has been registered to the ePARCA-R database prior to 
transfer to a step-down site. (Note e-PARCA-R is not currently live – further 
details to be provided to sites in section 9.3) 

After transfer on OpenClinica: 

The stepdown site should complete the participant transfer form on Open Clinica, (once the 
baby has been transferred on OpenClinica and the step down site has OpenClinica access). 
This form is automatically on each participant record, it does not need to be scheduled. 
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Please click ‘add new’ and then complete the relevant information: 

- Name of hospital the participant was transferred from 

- Date of transfer 

- Name of hospital the participant was transferred to 

Please click complete and confirm when the required data has been added. 

This is a repeating form and so you can add additional transfer forms if needed 

 

If the new site needs to randomise a participant (in instances where the participant 
had not met the criteria for one of the randomisations prior to transfer, e.g. for 
randomisation 2), please ensure you update the stratification randomisation data for 
R2, and this will auto populate into the new R2 randomisation eligibility CRF.  

If the patient was previously randomised (for example for R1), then the previous 
stratification data will remain correct on the R1 randomisation eligibility form as long 
as it is only opened in view mode.  IMPORTANT: please do not open the previous 
randomisation form in edit more. 
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9.1.6 Serious Adverse reaction form 

This form is automatically on each participant record, it does not need to be scheduled. 
Please click ‘add new’ and then complete the relevant information. 

 

This form takes a little longer to load than the other forms, due to the medical coding section 
of the form (the coding is completed by the trial monitor). 

Please refer to the safety reporting manual for detailed information on safety 
reporting for the study, including definitions of adverse events and severity of adverse 
events. COLLABORATE requires only Unexpected Serious Adverse Reactions to be 
reported, this means the event needs to be Unexpected (not listed in study protocol as an 
end point), Serious (see definitions in safety manual), and related to the study intervention 
(assigned as definitely, probably or possibly related). 

Assignment of severity and causality should be undertaken by the PI (if medically qualified), 
and will also be reviewed by the Chief Investigator.  

Please enter all required information on this form. 

Notes on specific fields where relevant: 

- SAR number: for the first SAR for a participant please put 1, for the second please 
put 2, for the third 3 and so on.  

o If you want to update details on a previously reported SAR, please do not add 
a new record but update the original record with the new data. When you 
update the data you can update the type of report to interim or final. Any 
changes to the form will be captured in the audit trail, and you will also be 
asked to provide a reason for the data change. 

- Type of report: If it is the first report of a particular SAR please select ‘first report’, if 
you are updating the report change it to ‘interim ’or a ‘final’ 

- Why was the event serious: please refer to the protocol and safety reporting guide for 
further information on definitions  

- SAR Term: Please enter the name of the medical event that occurred 

- SAR description: Please describe the SAR 

- Date of notification: the date the local team was notified of the event 

- Severity: please refer to the protocol and safety reporting guide for further information 
on definitions 
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- Relationship to study intervention: Only definitely, probably and possible counts as a 
‘related’ event and should be reported for Collaborate.  

o As Collaborate has 2 randomisations, there are two fields here so you can 
indicate relationship to either of the randomisation 

- PI assessment 

o To be completed by PI only 

- Medical coding  

o Not to be completed by site staff, this is completed by the central study 
monitor only. 

The SAR is a repeating form and so you can add additional forms if needed. 

Please select complete and confirm when the data has been completed. 
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9.1.7 Protocol Deviation form 

This form is automatically on each participant record, it does not need to be scheduled. 
Please click ‘add new’ and then complete the relevant information. 

Please complete all fields on the form. 

If after review of the completed protocol violation form, the sponsor decides Corrective and 
Preventative Action is Needed (CAPA), the trial manager/monitor will get in touch with the 
site to confirm the actions required. Sites would then document this in the field titled 
‘Response to Deviation / Violation (e.g. CAPA)’ field 

Click complete and confirm when all the data has been entered. 

This is a repeating form and so you can add additional forms if needed. 
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9.1.8 End of Study CRFs 

These forms are automatically on each participant record, they do not need to be scheduled. 
Please click ‘add new’ to complete the relevant form. 
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9.1.8.1 Permanent discontinuation of study intervention or 
procedures form 

The randomised study intervention should be continued until 34 weeks Post Menstrual Age 
(PMA). Please ignore the current note on this form that mentions study procedures 
should continue until 2 years, we will be correcting this in the database. If there has 
been a permanent discontinuation of study intervention before 34 weeks PMA please 
complete this form. When you first open this form you will be asked if either of the study 
interventions have been stopped. Please complete yes or no as appropriate. 

 

 

If you select yes to either intervention being stopped, the following additional fields will 
appear: 
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- Date intervention was stopped  

- Reason intervention was stopped (if you select ‘other’ there is a free text field that 
pops up) 

Please select complete and confirm when the data has been completed. 

 

 

9.1.8.2 Death record 

Please complete this form if the participant passed away prior to discharge from NNU. 
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If Yes is selected, please input the date of participants death, and the cause of death as 
recorded exactly on the death certificate. Please select complete and confirm when the data 
has been completed. 

 

 

9.1.8.3 End of study form 

Please complete this CRF at Neonatal discharge. 

Please confirm if the participant completed the study according to the protocol, and if Yes 
enter the date of completion. Please note, the formal end of participants involvement on the 
study is at the 2-year ePARCA-R timepoint, which is collected on a separate database. 

 

If you select no, please confirm if the participant has: 

- Had consent withdrawn for data collection in NNRD (if so please enter date) 
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- Has withdrawn from Randomisation 1 

- Has withdrawn from Randomisation 2 

- Has withdrawn from the sub-study (only applicable to Edinburgh site) 

 

If the participant has withdrawn from randomisation 1 or 2, please also 
complete the permanent discontinuation of study interventions and 
procedures form (9.1.8.1) 

 

If the participant has withdrawn from either of the randomised studies, please complete the 
additional details: 

- Date of withdrawal 

- Primary reason for withdrawal 
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Please select complete and confirm when the data has been completed. 

 

9.2 CRFs relevant to Edinburgh site only – mechanistic sub- study 

9.2.1 Eligibility Review (Edinburgh) 

When you schedule the eligibility visit, you will see the following CRFs. Please refer to 
instructions in 9.1.1 ‘Eligibility review’ for instructions with completing the consent form, 
eligibility form, participant ID form, and randomisation stratification. The addition CRFs 
relevant to the Edinburgh site only will be ‘Sub study consent’ and ‘sub study eligibility’.

 

 

9.2.1.1 Sub study consent  

When you first open this CRF, you will be asked if written consent has been obtained from 
the main collaborate study. Please only proceed with documenting sub-study consent, 
if consent has been obtained for the main study.  

The sub study uses a paper consent form which must be fully completed in all cases 
prior to transcribing the consent data into the OpenClinica consent form. 
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When you select, ‘Yes’, the full sub study consent form will appear with the following fields at 
the top of the page: 

- Date of sub study consent 

- PIS version 

- ICF version 

- Staff member taking consent 

- Which study aspects is the baby taking part in 

 

Please indicate whether the baby is taking part in the MRI study and or/ the stool samples 
study. Depending on your selection here, this will determine the relevant questions on the 
remainder of the consent form. 

The optional clauses on the consent form appear regardless of which part of the sub-study 
the baby will be participating in. If any of the optional clauses are answered ‘Yes’ then a 
contact details section appears at the bottom of the form to enter in the parent email, mobile 
number and address. 

Please complete all the relevant fields, transcribing the data exactly as it has been 
completed on the paper consent form.  

Imaging clauses: 

- Both must be answered yes in order to consent for MRI imaging 

Stool sample clauses: 
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- The first and the last clause must be answered yes in order to consent to the stool 
samples 

- The middle clause is optional – please ensure either Yes or No is completed. 

A fully completed consent form for the sub-study, with the baby participating in both the MRI 
and the stool samples section, looks like this: 

 

Please select complete and confirm when all the data has been entered. 

 

9.2.1.2 Sub study Eligibility 

Please complete the required fields. 
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All inclusion criteria needs to be answered yes. 

If the participant is taking part in the MRI, the imaging exclusion criteria needs to be 
answered No. 

There is no specific exclusion criteria for the stool sample collection. 

Once the data has been entered, please complete the final eligibility check confirming if the 
participant is eligible to participate in the sub study. 

- When you select Yes – you will then add in the details of the staff member confirming 
eligibility and enter the date that eligibility has been confirmed. 

Select complete and confirm when the form has been completed. 
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9.2.2 MRI Visit 

Please schedule this visit if the participant is taking part in the MRI aspect of the sub study. 
Note this is only relevant to participants at the Edinburgh site. 

When you schedule this visit, you will see the following CRFs: 

- MRI 

- Reminders 
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9.2.2.1 MRI CRF 

Please complete the question ‘was an MRI completed whilst on the study’. 

- If you answer Yes, then a field will pop up with the date of the MRI scan, please enter 
this information 

- The complete and confirm the form to submit 

 

9.2.2.2 Reminders CRF 

Please complete this form to confirm at the time of the MRI scan: 

- To confirm if there have been any new unexpected SARs 

- To confirm if the participant has been transferred to another neonatal unit 

- Click complete and confirm when these two fields have been completed. 
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9.2.3 Stool samples log 

Please complete this form to record details of stool samples taken as part of the sub study. 
Click ‘add new’ 
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If a stool sample has been collected please click ‘yes’, you will then be prompted to enter the 
date of collection and the sample ID. 

You can add multiple samples by selecting the ‘+’ button. Select complete and confirm when 
the form is fully completed. 

 

 

 

 

 

 

 

 

 

 

 

 

9.3 ePARCA-R database 

Registering parents to the ePARCA-R questionnaire will be completed via a separate 
OpenClinica database. Full instructions will be provided to sites on the process for this, when 
this database is live. 

9.4 NNRD data imports 
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The majority of COLLABORATE outcome data comes from data held in the National 
Neonatal research Database, which will be automatically imported into the OpenClinica 
database in the NNRD data import forms section (Note this section is not currently live). No 
action is required for sites or site staff to enter or review any data in these sections.  

 

10. CRF Completion Queries 
If you have any questions, please contact the Trial Management Team 
collaborate@imperial.ac.uk.  

 

11.  Version History 

Version 
Number 

Date Author Description 

1.0 05/02/2026 Rosie Way (Trial Manager) First Version  
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