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Adverse Events as defined in the Protocol

• Worsening of bronchiectasis:
• Not hospitalised: not AE, but is defined as an outcome

• Worsening of bronchiectasis:
 Hospitalised: 

 Not related to trial medication: AE, not SAE
 Related to trial medication: SAE

• Hospitalised: SAE unless for elective procedures and for treatment planned prior to randomisation

• Worsening of a pre-existing condition:
Not clinically significant: not AE. 
 Clinically significant: AE

• All deaths: SAE
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Identifying Adverse Events 

• Ask about the occurrence of AEs and hospitalisations at every visit, in person and telephone

• Review medical records for the occurrence of AEs and hospitalisations at every visit, in person and 
telephone
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Recording Adverse Events 

• Details of AEs must be recorded in the medical record for source data verification

• All AEs must be recorded on the AE Log in the eCRF

• AEs must be assessed by the PI for severity and relationship to trial medication

• AEs must be recorded from the time a participant consents to join the trial until the participant’s last trial 
visit

• Any SUSAR, that the investigator becomes aware of, must be reported to the Sponsor irrespective of how 
long after IMP administration the reaction has occurred

• Unresolved AEs/SAEs at end of trial must be followed up until 30 days after participant’s last visit

• SUSARS will be followed until resolution, where a participant agrees to this
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Reporting SAEs

• SAEs must be submitted on the online SAE form to the Sponsor Pharmacovigilance Team within 24 
hours of becoming aware of the SAE. 

• If further information is required this must be provided as soon as available

• PV database website:

https://hicservices.dundee.ac.uk/Pharmacovigilance/
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