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Required Documents 
 

Number of Copies 
 

Submitted 
 
1. Application Form – Completed on the NSW Health 

National Ethics Application Form, accessible at 
www.ethicsform.org/au 

 

5  

 
 

 

 
2. Research Protocol – noting version numbers and 

dates 
 

5 
 

 

 
3. Master Participant Information Sheets and 

Consent Form – Standard Participant Information 
Sheets available in the Forms & Links section. 

 

5 

 
 

 

 
4. Correspondence from other HREC in Australian – 

if relevant 
 

5  
 

 

 
5. International Regulatory Approval Status Reports 
 

5 
 

 

 
6. Radiation Safety Officers Report – if relevant 

 
5 

 
 

 
7. Investigator Brochure – noting version numbers 

and dates 
 

3 
 

 

 
8. Medicines Australia Form of Indemnity for HREC 

review only  
 

2  
 

 

 
9. Safety Event Reporting Plan – Click here to view 

Safety Event Reporting Flow Chart and Safety 
Event Reporting Agreement 

 

1  
 

 
10. Independent scientific reviews conducted in other 

Australian or International jurisdictions 
 

1 
 

 

 
11. CTN/CTX Form – Please click here for further 

information 
 

1  
 

 

 

www.ethicsform.org/au
http://www.cancerinstitute.org.au/cancer_inst/research/ethicsformslinks.htm
http://www.cancerinstitute.org.au/cancer_inst/research/ethicssafety.htm
http://www.tga.gov.au/ct/ctfaq.htm

