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Use of Ionising Radiation – flow diagram* 
If a research project involves exposing participants to ionising radiation, specific regulatory 

requirements and supporting documents are required 
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*Flow diagram developed by Victorian Hospital Medical Physicists. 

Protocol with ionising radiation procedures submitted to CPI 

in preparation for initial HREC review 

Amended protocol with changes to mode or 

frequency of ionising radiation procedures 

and/or new participating sites added 

Report with highest radiation dose + HREA Section M6.2.1.3.1 

‘Risk justification’ submitted by CPI to reviewing HREC 

Each site prepares Radiation 

Notification or Medical Physicist’s 

Report as per site requirements 

Sponsor to survey participating sites with respect to ionising 

radiation: Is it standard of care (SOC) or additional? 

Each site prepares Medical Physicist’s 

Report listing Risk Category according to 

ARPANSA Code of Practice 

Initial Review: ethics approval certificate lists Radiation Risk Category if additional to SOC 

Amendment: amendment approval lists Radiation Risk Category if additional to SOC 

RGO reviews site’s Radiation Notification or Medical 

Physicist’s Report + ethics approval certificate 

Radiation risk category same or less 

than approved by reviewing HREC 

Radiation risk category greater than 

approved by reviewing HREC 

Site’s PI should seek additional approval 

from the reviewing HREC via the CPI 

through an amendment application 

Accepted for site authorisation 

Standard of care Additional to standard of care 
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To receive this document in another format, phone 0408 274 054, using the National Relay 

Service 13 36 77 if required, or email Coordinating Office for Clinical Trial Research 

<multisite.ethics@safercare.vic.gov.au>. 

Authorised and published by the Victorian Government, 1 Treasury Place, Melbourne. 

© State of Victoria, Australia, Department of Health, March 2024. 
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