	SECTION 4 - Use of Ionising Radiation


Please attach the Medical Physicist’s Report to this document
BEFORE YOU BEGIN

Investigators should read Section 4: Projects involving exposure of persons with ionising radiation – Guidelines before completing this form. 
Specific to Department of Health Radiation Safety licensing, the researcher is advised to review the following page:

http://www.health.vic.gov.au/environment/radiation/licensing/research.htm
A summary from this webpage is provided:

	Institution licensing:
	An institution that administers ionising radiation to humans that is deemed to be in addition to standard care for research purposes must be licensed with the Department of Health (DH). Prior to commencement, Human Research Ethics Committee approved research projects involving ionising radiation need to be submitted to the DH for approval. The research is not to commence until confirmation of approval has been obtained form the DH. These research proposals need to be submitted to: Radiation Safety, Department of Health, Level 15, 50 Lonsdale Street, Melbourne, VIC 3000. In some instances where the  radiation doses exceed the dose constraints in Table 1 of the ‘Code of Practice for the Exposure of Humans to Ionising Radiation for Research Purposes (2005)’ published by ARPANSA the research application submitted to DH will be forwarded to the Radiation Advisory Committee for consideration. The Radiation Advisory Committee is an independent Committee appointed by the Minister for Health under part 10 of the Radiation Act 2005.

	Medical physicist

Assessment:
	A written assessment from an approved medical physicist of the total effective radiation dose that the participant is likely to receive in addition to standard care as a result of being part of a research project. The report also contains an indication of the potential risks associated with this radiation dose and an indication of the level of justification required for the Ethic’s Committee to consider.


HREC requirements

For ionising radiation procedures deemed to be standard clinical care, the following documentation is to be completed and submitted:

· Complete Sections 4.1, 4.2 and 4.3 only

· Confer and confirm with your HREC Coordinator and/or RSO in accordance with your site policy and then submit this form and if specifically required by your Ethics Committee a Medical Physicist Report and radiation risk assessment.
For ionising radiation procedures deemed to be IN ADDITION to standard clinical care, the following documentation is to be completed and submitted:

· A research project cannot commence until the project has been considered by the Department of Health, Radiation Safety, Victoria. There maybe a requirement to have the research included on the institution’s management licence issued by the Department prior to the research commencing. 
· Complete ALL sections of this form, and ensure it has been signed by the medical physicist and the RSO. 
· A Medical Physicist Report including a radiation risk assessment
Glossary

ARPANSA


Australian Radiation Protection and Nuclear Safety Agency
Medical physicist: 
A person qualified to perform radiation dosimetric calculations, measurements and monitoring and that has been approved by a regulatory authority to make estimates in a speciality relevant to the research project. This person must be approved and listed by the Department of Health, Radiation Safety.

Participant: 
A person taking part in a research project.

Radiation Safety Officer:     Is the responsible person at an institution for safety of radiation materials, apparatus or conduct relating to use of radiation. 

Volunteer: 
A participant that receives no benefit from radiation exposure and/or  it does not form part of their standard clinical care (ARPANSA Code).

PICF:
Participant Information and Consent Form

Definitions (Typical ionising radiation procedures encountered in research)
BONE SCAN:
A bone scan is a test that is performed by injecting an unsealed radioactive substance (radiolabeled substance) into a vein. This substance is attracted to bone, particularly to areas of high bone activity.

CT:
Computed tomography: scans are completed with the use of a 360-degree x-ray beam and computer production of images. These scans allow for cross-sectional views of body organs and tissues. Computed tomography is also known as computerized axial tomography or CAT scan.
DEXA or DXA:
Dual Energy x-ray Absorptiometry (uses x-rays to provide quantitative assessment of bones)

MUGA:
Multiple Gated Acquisition Scan; A technique used to evaluate the heart's ability to respond to physical stress–ie, its functional status Indications. Uses unsealed radioactive substances in the diagnosis.
NM:

Nuclear medicine is the branch of medicine that uses unsealed radioactive substances in diagnosis and therapy. It may also be referred to as radionuclide imaging or nuclear scintigraphy.
PET (or FDG Scan):

Positron Emission Tomography (uses injected unsealed radioactive substance)

SKELETAL SURVEY:
Uses x-rays to image the body to review the skeleton of the volunteer.

	PROJECT TITLE
	

	NAME OF HREC REVIEWING THE RESEARCH PROJECT
	

	HREC REFERENCE NUMBER 

(AU RED)
	

	COORDINATING PRINCIPAL INVESTIGATOR’S NAME
	

	SITE:
	

	SITE PRINCIPAL INVESTIGATOR’S NAME
	

	RADIATION MANAGEMENT LICENCE NUMBER 
	

	RADIATION MANAGEMENT LICENCE HOLDER’S NAME
	

	DURATION OF A VOLUNTEER’S PARTICIPATION IN RESEARCH (Average Transit Time Of an Individual Through Research - In Years And Months)
	Average:
	

	
	Maximum:
	


4.1
Classification of radiation exposure that participants (including volunteers) will receive.

	If a participant was not enrolled in this clinical trial, would they still receive the same number of examinations involving the use of ionising radiation at the specified intervals as stated in the research protocol?
	Yes  FORMCHECKBOX 


	No  FORMCHECKBOX 



	If yes, then these examinations are considered to be standard care for the participant.

	For ionising radiation procedures deemed to be standard clinical care:

Standard clinical care is defined as the typical or routine management of the patient with a recognised medical condition. When considering whether the management is 'standard clinical care' the following items need to be taken into account:

· The type and number of radiation procedures being performed;

· The frequency or time interval between the radiation procedures; and

· The body part being exposed to radiation.

It is only when the above points are equivalent regardless of the person’s involvement in the research that the procedures are deemed to be standard clinical care.

In this instance only Sections 4.1, 4.2 & 4.3 should be completed.
It is the responsibility of the researcher to ensure their interpretation is accurate. If any doubts or concerns exist an approved medical physicist should be consulted.


	

	If no, these procedures would be deemed to be in addition to standard clinical care

	For ionising radiation procedures deemed to be in addition to standard clinical care:

Any exposure to ionising radiation beyond that considered standard clinical care of the condition being treated.

Radiation exposure that is requested specifically for research purposes only, for example use of different modalities to perform imaging (ie CT instead of general x-ray), increased frequency of radiological examinations being performed, additional ionising radiation procedures to monitor adverse outcomes from the hypothesis being tested (ie heart conditions), examinations being performed solely to exclude a volunteers participation in a clinical trial, or imaging of additional body regions. 
In this instance all parts of Section 4 MUST be completed.



4.2
Participants

	(a)
	Are all radiation examinations and /or therapies part of ‘standard clinical care’?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	(b)
	How many participants will be included in this research proposal?
	

	(c)
	What is the minimum age of participants irradiated? 
	

	If the study involves participants under the age of 18, please justify:

	

	(d)
	Will women who are pregnant or breastfeeding be irradiated in this research?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	If the study involves pregnant or breastfeeding women, please justify:

	

	(e)
	Will babies, infants or foetuses be irradiated in this research?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	If Yes, provide a detailed justification. Note that research projects involving irradiation of babies, infants or foetuses are generally not justified unless the information sought is essential and cannot be obtained by other means.

	

	(f)
	Is the median life expectancy of the participants less than five years?
	Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


	
	If Yes, state median life expectancy:
	


4.3

Procedures involving the use of ionising radiation

List all procedures involving ionising radiation in your project. Include and identify procedures deemed to be ‘standard care’ and those procedures that are ‘additional to standard care’ and are required because of the participant’s inclusion in the research. Add rows for projects involving more than eight different types of ionising radiation procedures.

	Detail the type, number and frequency of ionising investigations
	(Please mark one box)

	Type of exam
	Number performed*
	Frequency
(Weeks/days)
	Deemed to be Standard Care
	Additional to Standard Care

	Example: CT exam of chest
	x 3
	Every 8 weeks
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Additional comments (if necessary):


*Note: Where the exact number of examinations is not known, please indicate the anticipated average and maximum number likely to be performed over the duration of the research. And, indicate “(Avg)” & “(Max)” next to value stated.
4.4

Radiation Assessment

	(a)
	Has an approved Medical Physicist assessed the application and written a report on the doses and risks involved?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	If Yes, provide the medical physicist’s details and attach a copy of the written report:

	Medical Physicist:
	

	Institution:
	

	If No, please organise to have an assessment carried out in order for it to be forwarded to the HREC Secretariat and following HREC approval to the Department of Health, Radiation Safety.

	Note: The ARPANSA Code of Practice – Exposure of Humans to Ionising Radiation for Research Purposes Radiation Protection Series Publication No. 8  (May 2005) requires that:

· The investigators submit to HREC’s calculations for the total effective dose, relevant organ doses and associated risk information provided to participants. 

· Dose calculations and risk assessments submitted to HREC’s must be independently verified by a medical physicist, approved to perform that type of assessment by the Department of Health, Radiation Safety.
· Prior to commencement, Human Research Ethics Committee approved research projects involving ionising radiation need to be submitted to the DH for approval. The research is not to commence until confirmation of approval has been obtained form the DH. 
· In the case of doses in excess of the dose constraints, verification by a second medical physicist must also be obtained.  If the dose exceeds the dose constraint then the research will require review and approval by the Victorian Radiation Advisory Committee before the project can commence.

	(b)
	Attach a copy of the Medical Physicist’s written report. 

	(c)
	Have the dose constraints been exceeded?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	If Yes, provide the details of the second Medical Physicist that has verified the initial dosimetry calculations performed:

	Second Medical Physicist:
	

	Institution:
	

	Certification by an approved Medical Physicist 
I have reviewed the information in Sections 4.2 to  4.4 and I am satisfied that the information is accurate and that it complies with the recommendations of:

 (ARPANSA) RPS 8. Code of Practice - Exposure of Humans to Ionising Radiation for Research Purposes Radiation Protection Series Publication No. 8 (May 2005).

	Signature of Medical Physicist:
	

	Medical Physicist name:
	
	Date:
	

	Please Note: If a report has been provided from a medical physicist that includes that person’s signature, the above signature is not required however the report MUST be attached to Section 4.


4.5

Procedure Description

List all procedures involving radiation that are additional to 'standard care' in your project. Please copy tables (a) & (b) below, for projects involving more than two types of procedures. 

 (a) 
Radiology & DEXA

	
	
	Procedure 1
	Procedure 2

	1.
	Type of Investigation
	
	

	2.
	Will all participants undergo this investigation?
	
	

	3.
	Institution at which the procedure will be performed
	
	

	4.
	Effective Dose
[mSv] per investigation
	
	

	5.
	Number of Investigations
	
	

	6.
	Effective Dose (total) in addition to standard care (per participant) [mSv]
	
	

	7.
	Relevant organ dose [mGy] (state organs) for deterministic effects
	
	


(b) 
Nuclear Medicine & PET

	
	
	Procedure 1
	Procedure 2

	1.
	Type of Investigation
	
	

	2.
	Will all participants undergo this investigation?
	
	

	3.
	Institution at which the procedure will be performed
	
	

	4.
	Radionuclide
	
	

	5.
	Chemical / Pharmaceutical Form
	
	

	6.
	Activity to be administered
[MBq]
	
	

	7.
	Effective Dose
[mSv] per investigation
	
	

	8.
	Number of Investigations
	
	

	9.
	Effective Dose (total) in addition to standard care (per participant) [mSv] 
	
	

	10. 
	Relevant organ dose [mGy] (state organs) for deterministic effects
	
	


Note: The medical physicist will be able to assist you with determination of the effective dose for the above procedures.
(c) 
Procedures other than in (a) and/or (b)* (Please specify)
	


* Attach all dosimetry calculations and/or dosimetry references used to estimate the radiation exposure. In addition, the name and qualifications of the person(s) who performed these calculations must be included. 

4.6

Categories of Risk & Dose

For ionising radiation ‘additional to standard care’ only.

Choose the level of dose and risk from the table below. The medical physicist will provide advice.
	Level of Risk
	Risk Category
	Effective Dose Range
(adults) (mSv)
	Level of Societal Benefit Expected
	Total Radiation Risk

(Please tick one box)

	Minimal
	Category I
(~10-5 or less)
	< 0.2
	Minor
	 FORMCHECKBOX 


	Very Low
	Category IIa
(~10-5 or 10-4)
	( 0.2 and < 2
	Intermediate
	 FORMCHECKBOX 


	Low
	Category IIb
(~10-4 or 10-3)
	( 2 and ( 20
	Moderate
	 FORMCHECKBOX 


	Moderate
	Category III
(~10-3 or more)
	> 20
	Substantial
	 FORMCHECKBOX 



4.7

Expected Societal Benefit

Please explain the benefit(s) for the individual and society that can be expected to accrue from this research and why the radiological investigations are required. This information should be provided to the medical physicist to assist in the preparation of the report. 
	


4.8

Participant Information Risk Statements

An appropriate radiation risk statement must be included in all Participant Information sheets except where radiation exposure is part of ‘standard care’. 

In cases where median life expectancy is less than five years, a modified statement without reference to a risk of developing cancer should be included.

The Medical Physicist who reviews the research project will provide you with an appropriate risk statement.

A Medical Physicist can obtain the statements of risk recommended by the Department of Health by submitting a request by email to radiation.safety@health.vic.gov.au
4.9

Regulatory Authorisations

	(a)
	Does the institution(s) hold a valid management licence that authorises research involving the exposure of humans to ionising radiation?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	(b)
	Does the Institution hold a valid management licence that authorises the possession of the radiation source(s) that will be used?
	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	(c)
	Are all staff appropriately licensed to perform the ionising radiation procedures in this study by the Department of Health, Radiation Safety?

	Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



4.10 

Certification 

	HREC Reference number:

Project Title (in full):

Principal Investigator:


Certification by the representative of the management’s licence holder 

I have reviewed the information and authorise for it to be submitted for review by the relevant Human Research Ethics Committee and where necessary to the Department of Health for their consideration.

I confirm that all relevant authorisations are held by the organisation.   
The proposal complies with the ‘Code of Practice - Exposure of Humans to Ionising Radiation for Research (2005)’ published by ARPANSA.
	Signature of representative:
	

	Representative’s name:
	
	Date:
	

	Position held within Organisation:
	


Certification By Principal Investigator

I accept responsibility for the conduct of this research project according to the principles of the National Statement on Ethical Conduct in Human Research published by the National Health & Medical Research Council (March 2007), the requirements of the ‘Code of Practice - Exposure of Humans to Ionising Radiation for Research (2005)’ published by ARPANSA and the recommendations of the Medical Physicist.
	Signature of Principal Investigator:
	

	Principal Investigator’s name (Print):
	
	Date:
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