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Continue to Adverse Events.

If you are not sure if you 
have reported an event 
you can check by clicking 
on the Show button.

A summary of adverse 
events that have been 
reported for the patient 
will be listed.



Select No

You will be asked to add any Adverse Events on this page. 
If there are no adverse events to record select No and the click Next Section.

Click Next Section



If there are adverse events to record select Yes. 
Then click Add New to add an event.

Select Yes1

Click Add New2



Complete event details and answer the questions and click Save.

You must complete all fields to be able to save the adverse event.

Click Save



Some adverse events are classified as Serious Adverse Events.

If you are not sure if you 
have reported an event 
you can check by clicking 
on the Show button.

If you are not sure if the 
adverse event is classified as 
serious, click on the I button to 
see the definitions.



If your event is serious, you will get options to add the SAE category, 
admission/discharge dates (if hospitalised) and date of death where applicable.

Click Save



Once saved the event will appear in the summary.
Use the Add New button again to enter further events otherwise continue to the next 

section.

Click Next Section

If you have recorded a Serious Adverse Event that is an infection, please move to 
the next page to find out how to complete an Event of Special Interest (ESI) form. 



After saving a Serious Adverse Event, please complete and ESI form

Please note we only require 
an ESI form for Infections that 
have an SAE category.

1. Click Add New Serious 
Infection

2. Click Add Form



Complete the questions with as much information that is available.

Please complete the questions and click Save when complete.

Scroll down page to complete 
all questions.

If the edit window is closed the Pharmacovigilance (PV) team will leave a query requesting that 
the ESI form is completed. They will advise how this can be done outside of the edit window. 
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