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What’s inside

• OpenClinica introduction

• Logging into OpenClinica

• OpenClinica participant matrix

• Add a participant

• Schedule visits

• Data entry

• Saving data

• Missing data

The training covers the following in general

• Data warnings

• Data queries

• Audit history

• SAE form

• Withdrawal form

• Points to remember

• What’s next ?



OpenClinica

• Validated Data capture system for efficient clinical data management 

and automation.

• Electronic data entry with real time edit checks and auto save.

• Easy to use system allows users to quickly input, monitor and run

reports on subject data to collect accurate and reliable data for

analysis



Logging in to OpenClinica
• You will receive an email containing a link to allow you

access to OpenClinica, once all training logs have

been completed and received by Data Management.

• Enter the username given by Data Management on

the log in screen and make up a password for the first

time you log in.

• Usernames should be entered in all lower case.

• Once you log in you will be taken straight to the home

page for the SWIFT study. This will show you the

current enrolment for your site, along with the

expected enrolment, and a percentage table.



OpenClinica Participant Matrix
All participants for your site are 

shown on the participant matrix, 

as well as the completion status 

of the forms.

My Queries will open all queries 

that have been assigned to you.

You can filter the matrix by form 

by clicking on the ‘Select An 

Event’ drop down menu.

An Icon Key is located down the 

left hand side of the screen to 

show what the form status’ mean.

If you Click on ‘Queries’ on the 

tool bar it will open all queries for 

your site.



Adding a Participant in OpenClinica

To add a participant you can click on ‘Add New 

Participant’ in the Participant matrix, or ‘Add 

Participant’ header on the right-hand side of the 

screen.

Once you have clicked on either of the add 

participant fields, a new window will appear for 

you to enter the new participant ID (randomisation 

no.) which needs to be entered in the correct 

format ‘Rxxxx’, and then click ‘Add’

Once you click ‘Add’ your participant page will 

open up. The General information section will 

show the  participant ID, study name, and site 

name auto-populated.

The Visits section is where you will schedule the 

forms to be entered.

SAE and Withdrawal forms are completed under 

their own headers and do not need to be 

scheduled.



Scheduling Visits

Visits to be scheduled:-
• Pre-hospital

• Arrival at hospital

• Day 1 (24 hours)

• 30 days

• 90 days

• Level of consent

• Exit/End of Study

Visits should only be scheduled when the forms are 

ready to be entered. 

To schedule a visit, click on the ‘Add New’ icon under 

the ‘Visits’ header in the participant front page.

Select from the drop down menu the forms you need 

to enter data into.

The start date will be the date you are scheduling the 

forms.

If you need to schedule multiple visits at once then 

you can click the ‘+Add another visit’.

Click the ‘Add Visits’ icon. This will add the forms to 

the participant front page for editing.



Entering Data

To edit a form click on the 3 vertical dots on the bottom left hand side of the 

form box.

The date fields will bring up a calendar for 

ease of entry. Once entered it will revert to 

the American format yyyy/mm/dd.

The time needs to be entered in the hh:mm 

format. A warning will fire if the date is 

entered in the wrong format, and this will stop 

you from being able to close out the form.

You can move between data fields by either mouse, or the tab key. 

Data entry guidance notes are included in grey under 

the field name. These are to help make sure data is 

entered in the correct format to reduce data queries.

Mandatory data fields are shown with a red asterix in the 

right hand corner of the data fields box. 



At the bottom of the forms there are 2 options for closing out the form :-

• Close

This will save any changes made to the form, the status of the form will show as 

‘Data Entry Started’ on the Visits section of the participant page. If you need to 

come back to the form to complete data entry then you should select this option 

rather than complete.

• Complete

This will close out the form once all the data entry has been completed. Any 

changes made to the form once completed, a ‘reason of change’ notice will 

appear at the bottom of the page. This needs completing otherwise an automatic 

query will be raised.

Saving the data 



Missing Data

• If data is unavailable at the time of 

completing the form then the data field 

should be left blank, with an annotation left 

for data management explaining why the 

data field can’t be completed.

•Once an annotation is added to a data 

field, the following icon will appear in 

the top right hand corner.

• If an annotation is not added explaining 
why this data is missing, it will be 
queried by the trial team when the data 
is reviewed.

Adding an annotation to a data field:-



Data Warnings

•If data entered is inconsistent with a 

warning condition that has been built 

into the study design, then a warning 

note will appear as well as the data field 

turning red.

•A warning message will appear if you 

try to close out the form without 

addressing the warnings fired in the 

data field. An automatic query is 

generated if the warning is not 

addressed and the form closed.



Data Queries

A Data Query is either manually or automatically raised against an individual question if:

I. There is concern over accuracy, completeness or validity of data
II. Additional explanations are required regarding warnings or missing data flagged by the 

database.

Data queries will be raised by the trial team / data manager reviewing the data and the staff at 
site should regularly review these queries and respond to them as appropriate. Sites are NOT to 
raise queries.

An automatic query will be generated if a warning isn’t addressed before closing out a form.

The query text should explain the issue fully and clearly.

All queries for your site can be found in the ‘Queries’ section in the top right hand corner banner.



Data Queries - Continued

The list of queries is shown along with a summary of the resolution status for all queries raised at 

your site.

To view a query you can click on the 

following icons in the ‘Actions’ column: 

Will open the data field for the query 

only.

Will open the form containing the data 

field that has been queried.

Alternatively you can click on the 

speech bubble in the top right hand 

corner of the data item when in a form.



Data Queries - Continued

To respond to an existing Query:

• To respond to a query, click on either 

of the icons mentioned in the previous 

slide. 

• Enter response into the box that 

appears entitled ‘Respond to Query’ 

and click ‘Update’.

• Once you have responded to the 

query the colour of the speech bubble 

changes from red to Orange.

• The trial Data Manager will review all 

responses and check that the data 

has been amended as appropriate, if 

all is satisfactory, the query will be 

closed and the speech bubble will 

now appear grey.

* Data query responses can be assigned to a data 

manager, If the ‘Email?’ box is checked then the 

assigned person will receive and email notification 

that the query has been updated.*



Audit History

The Audit History is a chronological record 

of:
•Response value

•Any warning messages

•Any overrule reasons

•Any reasons for change

•Any attached comments and lock status

Whenever any of these items are 

changed, a record is kept of the date/time 

of the change and the name of the user 

who carried it out. 

An audit trail is maintained so that 

changes or modifications to data can  be 

viewed; the audit trail is necessary to 

comply with GCP

* The Audit history can be accessed by clicking on the 

speech bubble     in the top right hand corner of the 

data field. *



SAE forms 

SAE forms are scheduled on the participant page, 

underneath the visits section.

To add an SAE – click ‘Add New’ and complete all 

information within the form. 

Too add follow-up information to an SAE, the initial report 

should be over-written with the follow up information

SAE’s need to be added to the database within 24 hours of 

awareness of the SAE. An automatic email is sent to the 

SAE mailbox at the CTU as soon as an SAE form is 

completed in the database. Refer to the protocol for events 

that are excluded from reporting.

PI signature is needed once the SAE form is completed. 

This needs to be done every time the form is updated.

To sign an SAE please ensure (1) The form is marked as 
'COMPLETE' (2) The PI is signed into OpenClinica using 
their own account (3) The 'SIGN' icon is selected from the 
SAE action column of the relevant SAE.



Withdrawal forms 

Withdrawal forms are scheduled on 

the participant page, underneath the 

SAE section.

To add a withdrawal form – click ‘Add 

New’ and complete all information 

within the form. 



Points to Remember

- Complete all data fields on a form.

- If a field can’t be completed then leave an Annotation for 

Data Management.

- Check for warning messages within the data fields before 

completing a form, otherwise an automatic query will be 

generated.

- Died on scene patients:-

- Pre-hospital 1, Pre-hospital 2, and Exit forms to be 

scheduled and entered only. 

- Initials to be entered as ZZZ on Exit form if unknown.

- Any updates to the Initial report of an Serious Adverse Event 

form should be overwritten on the SAE eForm. Follow-up 

information should be noted as it becomes available. 

- Day 90 Health Questionnaire should be printed out and 

given/sent to the patient for completing. Once returned it can 

be entered into OpenClinica. DO NOT take patients email 

addresses. 

Forms in Swift

➢ Pre-Hospital 1
CRF completed by AAS team and given to site within 

24hrs of randomisation, for entry onto OpenClinica.

➢ Pre-Hospital 2
CRF completed by AAS team and given to site within 

24hrs of randomisation, for entry onto OpenClinica

➢ Arrival at Hospital

➢ Day 1 (24 hour)

➢ Day 30, Discharge, Death
Completed at 30 days post-randomisation, day of 

discharge, or death, whichever comes first.

➢ Day 90
Completed when Pt reaches day 90 post 

randomisation. Health questionnaires completed at 

this time point.

➢ Exit/End of Study
Completed for all participants at either day 90, 

discharge, or death, whichever comes first.

➢ Level of Consent 

➢ SAE
To be completed on the DB within 24hrs of knowledge 

of the SAE.

➢ Withdrawal form



WHAT’S NEXT ?

•Access granted for Training database to enter dummy patient data  

(for practice)

• Database training signature log needs to be signed off

• You will be given access to Live database

• Refresher training can be done using SWiFT database specific 

presentation before the start of the project, if required

• Any OpenClinica issues, please contact the Trial Data Managers:

Rupa Sharma (rupa.sharma@nhsbt.nhs.uk) Phone: 01223 588924

Nikki Dallas (nikki.dallas@nhsbt.nhs.uk) Phone: 01223 588151

mailto:upa.sharma@nhsbt.nhs.uk
mailto:nikki.dallas@nhsbt.nhs.uk

