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Reporting a Serious Adverse Reaction

If you need to report a SAR, click on 
a patients randomisation number to 

navigate to the patient’s record 
home page,

Then click on the radio button next 
to 'Serious Adverse Reaction'



Reporting a Serious Adverse Reaction

You must only report Serious Adverse 
Reactions for CRASH-19.

If you enter any data that indicates that 
the event being reported is NOT a 

Serious Adverse Reaction, an alert will 
appear and you must leave the form 

without saving.



Reporting a Serious Adverse Reaction

Complete all fields on the Serious 
Adverse reaction form and 'Save & 

Exit'



Reporting multiple Serious Adverse Reaction

If you need to report multiple 
Serious Adverse Reactions per 

patient, click the ‘+’ button next 
to the coloured radio button



After data entry

Once data has been saved:

• The CTU will review and acknowledge by email all 
data forms entered

• You can view Entry, Randomisation, Outcome and 
Serious Adverse Reaction data can be viewed 
once submitted, but cannot be edited

• If a data amendment is required to an Entry or 
Outcome Form, a written request must be sent to 
the CTU data team



Data queries
CTU staff may raise data queries to resolve any questions about the data entered in the trial database. 
If a query is raised, all users at site with database access will receive an email notification of this.

Please respond to all queries 
as soon as possible



Responding to data queries

1. Notification of a new 
query received by email

2. Click the link in the 
email

3. Prompted to log in to 
database

4. Automatically direct you 
to the query to view

5. Check the box above ‘Add 
message.

6. Add ONE response and 
click ‘Save & Exit form’



Management of data queries

• CTU staff will review responses. Further clarification may be required and more query 
messages may be sent.

• CTU will close the query once resolved.
• Once closed, you cannot add another query message.

To ensure there is an audit trail of all queries and corrections made on the database, all email 
correspondence or query chains must be saved in the electronic Investigator Site File.



Additional features: Reports
• The Randomisation log and a report of all queries can also be downloaded

This will open an online view of the 
report.

To download the report, click the 
‘Export Data’ button.

On the navigation panel, 
click the report you wish 

to download



Additional features: Reports

A pop up will appear where you will 
select the export format as ‘ CSV / 

Microsoft Excel (labels) and then click 
‘Export Data’

Another pop-up will appear. 
Click the Excel icon to download 
the file. Close the pop-up once 

the download is complete
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