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 Adverse Event Reporting to the Cancer Institute NSW Clinical Research Ethics Committee 
For Human Research Ethics Committees to be able to protect the safety of clinical trial participants, sufficient information about adverse events must be provided in context. 

Supplying this information is a condition of ethical approval. 
 

Step 1: Is the event an SAE?  Step 2: Is it unexpected?   Step 3: Is it related to the drug/device?   If yes to all 3 = SUSAR 
 

SUSAR  -  Serious, Unexpected, Suspected Adverse Reaction An SAE which is probably related to the drug and is unexpected. 
This assessment is made after the data is un-blinded (by the DSMB) to judge causality. 

SAE  -  Serious Adverse Event 

An event resulting in: 
 Hospitalisation/prolongation of hospitalisation 
 Death/congenital abnormality 
 Life threatening/medically important 
 Persistent disability 

AE  -  Adverse Event  Any untoward event that does not necessarily have a causal relationship with the treatment. These may be expected 
(defined in the Investigator Brochure) 

Unexpected Adverse Event Not defined in the current Investigator Brochure/Product Information 

 
ALL REPORTS MUST BE SUBMITTED ACCORDING TO THIS FLOW CHART 

ADVERSE EVENT OCCURS 

Is the event an SAE occurring at a 
site under the CREC approval? 

Is the event an Australian 
SUSAR?  
 

Is the event an International 
SUSAR?  
 

Expedite the report to the HREC 
with a comment from the Principal 
Investigator. Report to the 
Research Governance as 
required. 
Multi-centre research: 
Coordinating Investigator to report 
to the Lead HREC with comments  
 
NB: Investigator initated research must 
fulfil sponsor responsibilities eg 
reporting events to the TGA. 

No need to report individual 
event to HREC unless it 
impacts on the research and 
action is planned (quarterly 
summary reports of all SUSARs 
relating to the drug/device must 
be reported) 
 

Is the event a SAE that has 
occurred at a site outside of the 
CREC approval or overseas?  

No need to report individual 
event to HREC unless it 
impacts on the research and 
action is planned (annual 
summary reports of all SAEs 
relating to the trial must be 
reported with the annual 
report) 
 

Have you received a quarterly 
listing for all SUSARs relating to 
the drug or an annual listing for all 
SAEs relating to the trial? 

Report to the HREC with a 
comment from the 
Principal Investigator about 
the impact on the study (if 
any). 
Multi-centre research: 
Coordinating Investigator 
to report to the Lead 
HREC with comments  
 
Submit QUARTERLY 
SUSUAR reports in Mar, 
June, Sept & Dec. 
Submit ANNUAL SAE reports 
with the annual report to the 
HREC  
 

Is the event an AE?  

Report within 72 hours 
to HREC with a 
comment from the 
Principal Investigator. 
Multi-centre research: 
Principal Investigator to 
report to the Lead 
HREC with comments 
and notifies the 
Coordinating 
Investigator and the 
local Research 
Governance Officer  
 

Record all AEs in a case 
report form (CRF). No 
need to report to the 
HREC unless it impacts 
on the research and 
action is planned.  
 


