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[bookmark: _Toc66711981]To be provided to persons considering participating in research that involves exposure to ionising radiation. 
Medical physicists conducting radiation dose assessments for research proposals must comply with section 2.2 of the Code of Practice for the Exposure of Humans to Ionizing Radiation for Research Purposes (the Code), published by the Australian Radiation Protection and Nuclear Safety Agency. This document sets out a standard set of arrangements to be used by physicists conducting dose assessments that will ensure consistent application of the Code. The Code is available at: http://www.arpansa.gov.au/pubs/rps/rps8.pd
[bookmark: _Hlk134177663]Which dose constraint applies?  
In judging which dose constraint is applicable, the medical physicist must consult Table 1 of the Code (“Dose Constraints for Participants in Research”). To determine which dose constraint is applicable, the medical physicist will have regard to the median life expectancy of the participant group under consideration.
[bookmark: _Hlk134179598]Advice on risks of radiation exposure  
Under clause 2.2.3 (d) of the Code, the medical physicist must include in their report advice on the proposed radiation dose and radiation exposure risks for inclusion in the information for participants. The advice on the risks of radiation exposure provided to participants will depend on the level of the proposed doses. The medical physicist shall provide advice consistent with the information below. The following statements should be used to indicate the stochastic risks associated with radiation exposures. If equivalent doses to individual tissues may exceed the thresholds for tissue reactions (deterministic effects), then an additional statement on these specific risks is required.
Effective dose less than 2 mSv 
This research study involves exposure to a very small amount of radiation. As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisievert (mSv) each year. The effective dose from this study is about x mSv. At this dose level, no harmful effects of radiation have been demonstrated as any effect is too small to measure. The risk is believed to be minimal (if dose < 0.2 mSv) or very low (if 0.2 mSv ≤ dose < 2 mSv).
Effective dose in range 2 to 20 mSv
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 millisievert (mSv) each year. The effective dose from this study is about x mSv. At this dose level, no harmful effects of radiation have been demonstrated as any effect is too small to measure.
[bookmark: _Hlk134178230]Effective dose greater than 20 and up to 50 mSv
This research study involves exposure to an amount of radiation. As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisievert (mSv) each year. The effective dose from this study is about x mSv. The benefits from the study should be weighed against the possible detrimental effects of the additional radiation exposures, including an increased risk of cancer induction. In this particular study, the risk is moderate and the estimated risk of such harm is about 1 in y. (Calculate y using the BEIR VII risk coefficient for cancer induction given in the table below. When assessing the risk from an exposure to radiation the assessment should consider the age of the volunteers involved.)
Effective dose greater than 50 mSv
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 millisievert (mSv) each year. The effective dose from this study is about x mSv. The benefits from the study should be weighed against the possible detrimental effects of the additional radiation exposures, including an increased risk of cancer induction. In this particular study, the risk is moderate and the estimated risk of such harm is about 1 in y. (Calculate y using the BEIR VII risk coefficient for cancer induction given in the table below. When assessing the risk from an exposure to radiation the assessment should consider the age of the volunteers involved.
Note: 
The information provided to participants is not exhaustive and is intended to prompt a dialogue between participants and researchers regarding the risks of radiation exposure. Researchers should be in a position to have some knowledge of the risks of ionising radiation, or be able to refer participants to someone who can provide advice. It should also be noted that risk statistics are applicable to population groups rather than individuals. To aid understanding, the risk may be explained to participants in such terms as: "If 1000 people were to be exposed to this level of radiation, 1 person would statistically be expected to develop cancer in the future".
What if the participants have a low life expectancy?  
In cases where median life expectancy is less than five years, the risk statement selected from above should be amended to remove any reference to the stochastic risk or harm. In other words, the statement should include the magnitude of the dose and the usual sentence about background radiation.
This research study involves exposure to a (very small, small, significant as appropriate) amount of radiation. As part of everyday living, everyone is exposed to naturally occurring background radiation and receives a dose of about 2 millisievert (mSv) each year. The effective dose from this study is about x mSv.
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Lifetime risk coefficient for cancer incidence from a single whole body exposure to 100 mGy
	 
	Age (years)


	
	0
	5
	10
	15
	20
	30
	40
	50
	60
	70
	80

	Male
	0.02563
	0.01816
	0.01445
	0.01182
	0.00977
	0.00686
	0.00648
	0.00591
	0.00489
	0.00343
	0.00174

	Female
	0.04777
	0.03377
	0.02611
	0.02064
	0.01646
	0.01065
	0.00886
	0.00740
	0.00586
	0.00409
	0.00214



	[bookmark: _Hlk37240926]To receive this document in another format, phone 1300 767 469, using the National Relay Service 13 36 77 if required, or email Radiation Team <Radiation.Safety@health.vic.gov.au>.
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