
Aspirin, losartan & simvastatin in hospitalised COVID-19 patients: a multinational randomised 
open-label factorial trial

How to use the trial database: consent, data entry and 
randomisation

CRASH-19 How to use the trial database, FINAL v1.0, 06 July 2020. Protocol ID: NCT04343001



Adding a new patient
Click ‘+ Add new record’ to start 
entering the data for a new patient.

• The online consent form MUST be 
completed first.

• Click they grey radio button next to 
Consent to begin collecting data.



Adding a new patient and the consent form

For all patients, you must first indicate if consent 
has been obtained already on paper or not.

If it has, you do not need to enter this data. You 
may select Yes here and move on to collecting 
the entry data.

Where a paper consent form has not been 
completed and you need to collect consent 
electronically, Answer ‘No’ here, and an online 
PIS and consent form will open.

Translated copies of the PIS and consent form are 
also available online for use based on the 
language you select



Online consent form

To add a signature, click ‘+Add 
signature’ and a pop up will appear 

in which the relevant person can sign



Online consent form

The calendar function on 
the date fields can be used 

to select a date, rather 
than typing out the date



Online consent form

Complete all fields on the online 
consent form as applicable then click 

‘Save & Go To Next Form’ to start 
entering the data on the Entry form



Entering entry form data

Complete all fields on the online 
entry form then click ‘Save & Go To 

Next Form’ to proceed to the 
randomisation form

Note: If this button does not 
say ‘Save & Go To Next Form’ 

use the arrow button to select 
that option



Entering entry form data

Alerts will appear if any data 
entered deems the patient 

ineligible.

If you have started 
entering the data for an 

ineligible patient, do not 
collect any more data for 
this patient and leave the 

form without saving



Randomising a patient
Once on the randomisation form, the 
randomisation number is provided.

You MUST record this in the medical 
records before proceeding to the 

treatment allocation



Randomising a patient

Click randomise, then a pop up will appear confirming that you 
are about to randomise and the patient randomisation number

Click randomise again to reveal the allocated trial treatment on screen
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Randomising a patient

Enter the name of the 
person randomising as 
it appears on the trial 
team members log.

You MUST ‘Save & Exit’ 
to save the 

randomisation - do not 
exit out of the form 

without saving



Randomising a patient

Upon saving the randomisation form, the person randomising will receive an email with 
the treatment allocation, dose and the automated date and time of randomisation



Viewing randomised patients at your site on the Record Status Dashboard

On the navigation 
panel, click this to 
see all patients at 
your site

Table of patients and their CRFs



Viewing patients data

Patients CRFs for that patient

Uncoloured radio button 
means no data has been 
saved for that CRF

A coloured radio button 
means there is saved 
data for this CRF

Click the patient 
randomisation 
number to access 
their record home 
page

The table of patient’s on the Record Status Dashboard will show:



Adding outcome data

Click on a patients randomisation number to 
go to the patient’s 'record home page'.

This will display all CRFs associated to that 
patient, and whether they have been 

completed or not

To add a patients outcome form, click 
the grey radio button



Adding outcome data

Note, a text box is provided 
in the 'Trial treatment 

given' section.

Use this to explain any 
reason why the treatment(s) 

were not given as per 
protocol.



Adding outcome data

If you are reporting that the 
patient experienced any 

complications listed on the 
outcome form, please 
ensure that the trial’s 

definition of that 
complication is met.

The definitions are provided 
with each complication



Adding outcome data

Complete ALL fields on the 
outcome form and 'Save & 

Exit'
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