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Austin Health APPENDIX
to Participant Information Statement Consent Form (PICF)

Title



[insert project title]
Protocol Number

[insert protocol number]
Project Sponsor

[insert project sponsor name]
Local Sponsor


[insert local sponsor name]
Principal Investigator

[insert Site PI name]
Location


Austin Health – [insert site location]
1. Radiation Safety [delete options that are not applicable and complete details]
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 millisieverts (mSv) each year. The effective dose from this study is about .... 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 millisieverts (mSv) each year. The effective dose from this study is about.... mSv. The dose from this study is comparable to that received from many diagnostic medical x-ray and nuclear medicine procedures. 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 low and theoretically is approximately equivalent to …. (insert risk comparator). 

Effective dose greater than 20 and up to 50 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 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 

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).

2. Further information and who to contact:

The person you may need to contact will depend on the nature of your query. 

If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on [phone number] or any of the following people:

List the names and contact phone numbers of other appropriate persons involved in the project including research nurses and study coordinators. The name and contact phone number of a person who can act as a 24-hour medical contact must be provided and clearly denoted.

Clinical contact person
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

This table is completed as part of the site-specific information for each participating site.

3. Complaints Contact Person
	Name
	Complaints Officer

	Telephone
	03 9496 4090

	Email
	research@austin.org.au 


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

Reviewing HREC approving this research and HREC Executive Officer details

	Reviewing HREC name
	Austin Health Human Research Ethics Committee

	HREC Executive Officer
	Manager, Office for Research

	Telephone
	03 9496 4090

	Email
	research@austin.org.au
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