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Government of Western Australia

RADIOLOGICAL COUNCIL
Radiological Council
Human Research Project Applications 

	APPLICATION FOR APPROVAL OF RESEARCH INVOLVING EXPOSURE OF HUMAN SUBJECTS TO 
IONISING RADIATION



	The following provides guidance notes and the application form to the Radiological Council for approval of research involving exposure of human subjects to ionising radiation.   The Annex provides guidance in communication of the risk to the research participant.
NOTE:
An application to the Radiological Council is not required where the irradiation to be received as part of the proposed research study is an integral part of a medically indicated procedure for the individual’s benefit. In these cases, the subject selection criteria and radiation dose level criteria below do not apply.

Projects involving therapeutic radiation procedures do not need to be submitted to the Council for approval, including if the study contains a diagnostic component expected to involve a comparatively smaller radiation dose.  



Guidance Notes
The Australian Code of Practice for Exposure of Humans to Ionizing Radiation for Research Purposes (2005) (RPS 8) has been adopted by the Radiological Council and applies to research in Western Australia involving human participants who are exposed to ionising radiation which is additional to that received as part of normal clinical management.  
Approved wording for the communication of risk to the participant is detailed in Annex A. 

All research projects must be approved by the Human Research Ethics Committee of the relevant establishment carrying out the research.
Above certain radiation dose levels (detailed below and which are additional to normal clinical management), or where there are special conditions of pregnancy or breast-feeding for the participants, the project must also be submitted to the Radiological Council for approval of the radiation aspects, using the attached application form.  The dose levels listed below are for dose received from examinations that are additional to standard of care and apply across the life of the study.
Adults:
Total effective dose of 20 mSv or greater;

Equivalent dose of 200 mSv to skin, averaged over 1 cm2, in a year;

Equivalent dose of 50 mSv to the lens of the eye in any year;

Equivalent dose of 100 mSv to any other organ or tissue in any year;

Children (< 18 yrs):
Total effective dose of 0.5 mSv in any year with 5 mSv total to age 18 yrs;

Effective dose from conception to birth 0.1 mSv;

Total equivalent dose of 100 mSv to any organ or tissue to age 18 yrs.

Approval must also be sought from the Radiological Council for amendments to previously approved projects (including changes to radiation doses).
	APPLICATION FOR APPROVAL OF RESEARCH INVOLVING EXPOSURE OF HUMAN SUBJECTS TO IONISING RADIATION

	

	1
	Application Type

	
	Please select relevant application type:


new research project


amendment or addition to an existing research project 

	2
	Project Title

	
	

	3
	Responsible Investigator

	
	Name
	

	
	Position
	

	
	Department and Institution
	

	
	Contact Details
	

	4
	Location of Radiation Administration

	
	

	5
	Duration of Project

	
	From:
	
	To:
	

	6
	Project Aims

	
	Please provide a brief description of the key aim/s of the project (as will be submitted to the Human Ethics Committee)

	
	

	7
	Experimental Group

	
	Number of Participants in Western Australia 
	

	
	Number of Participants Nationally (if known)
	

	
	Age Range
	

	
	Gender
	(male/female/both)

	
	Will the group contain pregnant women and children?
	(yes/no)

	
	Will the group contain breast-feeding women?
	(yes/no)

	
	What is the health status and estimated life expectancy of participants?

	
	

	
	Is the estimated life expectancy of all participants less than 5 years? 
	(yes/no)

	8
	Radiation Procedures

	
	Please provide details of the radiological procedures or administration of radioactive substances in the study that are additional to what would normally be received by the study subjects as part of their normal medical management.  

Investigators are encouraged to provide a table indicating radiological procedures performed on the study and which procedures/timepoints are above standard of care.

	
	

	9
	Radiation Dose

	
	Please provide a dose assessment, including calculations and references, of the equivalent doses received by particular organs as well as the whole body effective dose for the radiation procedures detailed in Section 8.  The calculations must be undertaken by a qualified medical or health physicist and separately verified by a second similarly qualified medical or health physicist.
For research using irradiating apparatus the dose calculation is to be derived using parameters from the actual apparatus to be used.

	
	
dosimetry report attached

	10
	Radiation Risks

	
	Please provide the radiation risk statement applicable for the maximum whole body effective dose a participant may receive as part of this study, as calculated in Section 9.

The Western Australian requirements for communication of the radiation risk to the research participant are included in Annex A. 

	
	

	
	
participant information sheet and consent form attached

	11
	Signatories

	
	Responsible Investigator
	Signature
	

	
	
	Name
	

	
	
	Date
	

	
	Medical / Health Physicists – Radiation Dose 

	
	Calculated

	Signature
	

	
	
	Name
	

	
	
	Date
	

	
	Verified


	Signature
	

	
	
	Name
	

	
	
	Date
	

	
	Radiation Safety Officer 

(of the institution submitting the application)
	Signature
	

	
	
	Name
	

	
	
	Date
	


	ANNEX A – 

COMMUNICATION OF THE RADIATION RISK TO THE RESEARCH PARTICIPANT


	The main potential risk from low levels of ionising radiation is the induction of cancer at some time in the future.  It is important that information about this is communicated in a manner that will be understood by the research participant.  

The information below provides guidance on the Radiological Council approved wording for radiation risk statements provided in the participant information sheet and consent forms and detailed in Section 10 of the application form.   


The Radiological Council has adopted the method for communication of risk to the research participant detailed in Annex 2 of the Australian Code of Practice for Exposure of Humans to Ionizing Radiation for Research Purposes (2005) (RPS 8).
Several different approved versions of the radiation risk statement exist depending on the participant’s life expectancy and the radiation dose to be delivered.  Alternative statements may be proposed in lieu of the approved wording, justification must be provided with the application for consideration by the Radiological Council.

Studies with total effective dose below 20 mSv for adults (from procedures additional to standard of care) do not need to be provided to the Radiological Council for approval.  The risk statements applicable for adult studies that require approval from the Radiological Council are detailed below.  In addition, the below statements apply only to studies in which the equivalent doses to individual tissues are below the thresholds for tissue reactions.  If such threshold doses may be exceeded, a statement on specific radiation risks is required.

The approved risk statements for submission to the Council are as follows:
	Short Life Expectancy Participants 

	This is applicable to research projects where the estimated life expectancy of all participants is less than 5 years.  Since the long-term risks from radiation exposure are minimal in persons who have a very short life expectancy, mention of the risk of cancer and statements of risk are inappropriate and not required.  

For these studies, the requirements are to:  state the radiation dose, compare it with natural background radiation (for doses up to 20 mSv only) and state that “There are no known immediate or short term risks from radiation doses of this magnitude.” 


	

	Effective dose greater than 20 mSv and up to 50 mSv

	For calculations, use the ICRP 103 risk coefficient for fatal cancer in the general population of 5 % per Sv.  For studies in children or for persons over the age of 50, the risk of death from radiogenic cancer should be calculated using age- and sex-specific risk factors given in Table 2 in Annex 1 of the Code.

Risk statement:  This research study involves exposure to a small amount of radiation.  As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisieverts (mSv) each year.  The effective dose from this study is about . . . mSv.  The dose from this study is comparable to that received from several computed tomography x-ray (CT) and nuclear medicine procedures.  The benefits from the study should be weighed against the possible detrimental effects of radiation, including an increased risk of fatal cancer.  In this particular study, the risk is moderate and the estimated risk of such harm is about 1 in . . . .  For comparison, this risk is about . . . times lower than the cancer mortality rate in the general population of about one case in every four people and theoretically is approximately equivalent to . . . (insert risk comparator).

	

	Effective dose greater than 50 mSv

	For calculations, use the ICRP 103 risk coefficient for fatal cancer in the general population of 5 % per Sv.  For studies in children or for persons over the age of 50, the risk of death from radiogenic cancer should be calculated using age- and sex-specific risk factors given in Table 2 in Annex 1 of the Code.

Risk statement:  This research study involves exposure to a significant amount of radiation.  As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisieverts (mSv) each year. The effective dose from this study is about . . . mSv.  The benefits from the study should be weighed against the possible detrimental effects of radiation, including an increased risk of fatal cancer.  In this particular study, the risk is moderate and the estimated risk of such harm is about 1 in . . . .  For comparison, this risk is about . . . times lower than the cancer mortality rate in the general population of about one case in every four people and theoretically is approximately equivalent to. . . (insert risk comparator).
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