CANCER INSTITUTE NSW CLINICAL RESEARCH ETHICS COMMITTEE FORM for the reporting of summary reports
Quarterly SUSAR (Suspected Unexpected Serious Adverse Reactions) and

 Annual SAE (Serious Adverse Events) Summary Reports

___________________________________________________________________________________________________________________________________________

Trial ID:


CI NSW Ref no: 


Au RED Identifier:


  
Safety Report Ref No: 
Full title of study:

Name of Coordinating Principal Investigator:

Date range of attached Report:

Date from:


Date to:

Please indicate if any of the adverse event/s listed in the attached Quarterly/Annual Report necessitates an amendment to the protocol, IB and/or the Participant Information Sheet & Consent Form. Do previously enrolled participants need to be notified or does the study need to be stopped?

Signature of Coordinating Investigator or Principal Investigator/Co-investigator: ……………………………………………….
Date: ……………………

The above summary report(s) was reviewed by the CI NSW CREC Executive / CI NSW CREC at the meeting on: …………………………………………….

	HREC:

 FORMCHECKBOX 
  Reviewed and acknowledged. 

 FORMCHECKBOX 
  Reviewed and further information requested from Investigator. Please provide:




Signature of HREC Executive Officer: _____________________________________


Date: ………………………………………………

Report/case number:


Ethical issue: 














PLEASE NOTE THAT THE COORDINATING/PRINCIPAL INVESTIGATOR MUST PROVIDE A COMMENT WITH THE SUMMARY REPORTS
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