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eSUSAR Reporting Investigators Guide CCTU/GD003 

 
SUSAR reporting by eSUSAR system is a MHRA requirement. 
 
The Trust is registered on the system as Sponsor organisation. The 
responsibility of SUSAR reporting is delegated to the Chief Investigators 
(CI) and their teams. Each study requires access to the system.  Study 
teams are asked to complete and return an eSUSAR registration form and 
return this to the Cambridge Clinical Trials Unit (CCTU). 
 
To register as a study team member: 

1. Complete the eSUSAR Registration Form available from the CCTU 
  CCTU@addenbrookes.nhs.uk 

 
2. Return the form to the CCTU and await acknowledgement of 

receipt. Registering you can take up to a week, please allow for that 
time. You will receive an email with your login details, from there 
you are advised to log in and check that the details work and 
change your password. 

 
1. Log onto http://esusar.mhra.gov.uk/ 

 
2. Using your email address as a user name and the password sent to 

you when your details are registered by the CCTU. 
 
To change your password: 
 

1. Click ‘Account’ in the side menu 
 

2. Select ‘Change Password form the expanded side menu and follow 
the instructions on screen. 
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To Report a SUSAR 
 
Please note: The system cannot account for Placebo reports; all the 
SUSARs entered must have been un-blinded before reporting. For blinded 
or double blinded trials specific arrangements for the un-blinding need to 
be put in place before trial starts. 
 

1. Log in as before 
 

2. Click ‘Report’ on the side menu, the following screen will be 
displayed: 

 

 
 
3. Read the instructions on screen and then select the trial that you 

wish to create a report for by clicking on the trial title. 
 

4. This will automatically move you on to the next page, ‘Patient 
Information’ 

 

 
 

5. Enter the patient information as prompted, you must click on the 
green ‘Add’ button where it appears to save the entry and progress 
through the form; also note that if you wish to enter more than one 



Cambridge Clinical Trials Unit Box111 

Ensure you are using the current version of this document.  Notify any changes required to the relevant QA Manager 
This document is reviewed and updated in line with emerging evidence or local requirements at least every two years 

CCTU/GD 003  Associated with CCTU/SOP002 Rev.No 2 Approved: 26/05/2011 Page 3 of 5 
 
 
 

notable disease history or drug history you can do so by clicking on 
the ‘Add’ button. 

 
6. Then click the continue button once you have completed the page 

and this will move you onto the ‘Reaction Details’ page. (Here you 
also enter the country of origin). 
 
 

7. You have the option to add reactions and relevant tests that were 
conducted by clicking the green ‘Add’ button. 

NB: The reaction is the Suspected Unexpected Serious Adverse 
Reaction that you have recorded on your paper Case Report 
Form pages.  

 
8. Click continue and you will be navigated to the ‘IMP Details’ page. 
 

 
 
This page allows the entry of the IMP details. Please note the instructions 
about the inbuilt medical dictionary, if the term you enter is not in the 
medical dictionary you will be prompted to check and re-enter the term. 
When no match is found for a second time, you will be permitted to 
continue and submit the report with an unmatched name. 
 
Again you must click on the ‘Add’ button to save your entry. You can add 
multiple IMPs using the same command. 
 

9. Clicking on continue will now take you to the summary page, this 
shows all the information that you have entered and allows you to 
check the details. 
 

10.The summary page allows you to edit each section, providing a 
quick link back to the data entry page in question. 
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11.Check the summary information is correct. Then click ‘Submit’, this 
will generate a PDF confirmation page which you can review before 
sending.  
 

12.Print this PDF for your records. This is the proof that the SUSAR 
has been reported to the MHRA. 
 

If you send an invalid report you will receive a letter from the MHRA 
prompting you to amend the entry. 
 
Viewing Reported SUSARs 
 

1. Click ‘Account’ in the side menu. 
 

2. Select ‘Reports’ from the expanded side menu all the reports 
submitted are listed under the heading ‘Your Recent Reports’. You 
can then edit or copy the event from this page. 

  
 

 
 
 
Adding Follow-up information to a Previously Reported SUSAR 
 
 
To add follow up information to a SUSAR that has already been entered 
onto the eSUSAR site: 

1. Click ‘Account’ in the side menu 
 

2. Select ‘Reports’ from the expanded side menu all the reports 
submitted are listed under the heading ‘Your Recent Reports’  
 

3. Then click on ‘Follow Up’ next to the relevant report  
 

Blanked for confidentiality 
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4. The system helpfully pre-populates the form with the information 
from your original submission: 

• This is a new form – altering the information in it WILL NOT 
change your original submission 

• Delete the entries you wish to change and enter information 
as you did during your original report. 
 

5. To delete information that requires update click on the red ‘x’ next 
to the fields 

 
 
If you are involved in an international trial please check if the confirmation 
PDF holds appropriate information to be able to contact the other member 
state’s Competent Authority. 
 
 
Trouble Shooting: 
 
If you have any difficulties with the system please consult the ‘About’ 
Page by clicking on it in the side menu. 
 
If this information does not resolve your query please contact the MHRA 
via email on esusar@mhra.gsi.gov.uk with the subject line “eSUSAR 
Reporting Form”. 
 
For urgent enquiries relating to problems encountered whilst submitting 
SUSAR reports using the eSUSAR form, please contact the MHRA clinical 
trials helpline on 020 3080 6456 
 


