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Use of Ionizing Radiation (IR) Form
· Please read the Use of Ionizing Radiation Guidelines before you start this application. 

Glossary

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 Radiation Safety Section of the Department of Human Services.

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).

Definitions
DEXA:
Dual Energy x-ray Absorptiometry

PET:




Positron Emission Tomography

PICF:
Participant Information and Consent Form

Requirements in Victoria

Institution licensing:          An institution that administers ionizing radiation to humans for research purposes must be licensed with the Department of Human Services (DHS). Prior to commencement, Human Research Ethics Committee approved research projects involving ionizing radiation must be added to the licence and notified to DHS using the standard proforma addressed to: Ingrid Cardillo, Radiation Safety Section, DHS, 15 floor, 50 Lonsdale Street, Melbourne, VIC 3000.

Medical physicist 

assessment: 
A written assessment from an approved medical physicist of  the total effective radiation dose that the participant is likely to receive as a result of being part of a research project.

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

A. 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 number of radiation procedures being performed;

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

· The body part region being exposed to radiation.

B. Additional to standard clinical care

Any exposure to ionizing radiation beyond that considered normal care of the condition being treated.

Radiation exposure that is requested for research purposes only, for example screening for osteoporosis.

HREC requirements

A. Standard clinical care

· Complete sections 1 and 2 of this form only

· A copy of the research protocol
· A copy of the PICF
· A copy of the ethics application form 
· Confer and confirm with your HREC Co-ordinator and/or RSO in accordance with your site policy and then submit this form.
B. Additional to standard clinical care
· A research project cannot commence until a letter is received confirming that the project has been added to the Institution’s licence.
· ALL sections of this form must be completed

· A copy of the research protocol
· A copy of the PICF
· A copy of the ethics application form 
	HREC Application Reference Number:

Name of HREC reviewing the research project:

Project title (in full):

Principal Investigator:


Section 1

Participants

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

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If Yes, only Sections 1 & 2 should be completed. If No, complete all sections.


(b) How many participants will be included in this research proposal?  
 
(c) What is the minimum age of participants irradiated?


If the study does involve juveniles 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 does involve 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 life expectancy of the participants less than five years?



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Section 2

Procedures involving the use of ionizing radiation

List all procedures involving ionizing 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 ionizing radiation.

	
	(Please mark one box)

	Detail the type, number and frequency of ionizing investigations
	Deemed to be Standard Care
	Additional to Standard Care

	
	
	

	eg. CT exam of chest, (x 3), every 10 weeks over study period
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	Additional comments (if necessary):


Section 3

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 the Department of Human Services – Radiation Safety Section (if required).

 Note: RPS8 - the ARPANSA Code of Practice – Exposure of Humans to Ionizing 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 Human Services Radiation Safety Section;

·  In the case of doses in excess of the dose constraints listed in the guideline document, verification by a second medical physicist must also be obtained.  If the dose exceeds the dose constraint and the HREC deems there is no benefit to the participant or is unsure whether there is a benefit or not, then the research will require review and approval from the Radiation Safety Section (RSS).

· Once approved by the HREC, the RSS will require notification so that the research project can be listed on the Institution licence. A standard proforma listing the information required by the RSS must be completed and sent or emailed back to the RSS. On receipt of this information the RSS will send out a letter confirming that the project has been added to the licence.  The project can start as soon as the confirmation letter from the RSS has been received by the researcher.
(b)
Have the dose constraints been exceeded? (see Table 1 in Guidelines)

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 Section 3 “Radiation Assessment” 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 Ionizing Radiation for Research Purposes Radiation Protection Series Publication No. 8 (May 2005). 

Signature of Medical Physicist   ………………………………………………………………………….

Medical Physicist name: ……………………………………….              
Date  ……………………….

Section 
4
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 [mSv] (state organs)
	
	


(b) 
Nuclear Medicine & PET

	
	
	Procedure 1
	Procedure 2

	1.
	Type of Investigation
	
	

	2.
	Institution at which the procedure will be performed
	
	

	3.
	Radionuclide
	
	

	4.
	Chemical / Pharmaceutical Form
	
	

	5.
	Activity to be administered
[MBq]
	
	

	6.
	Number of Investigations
	
	

	7.
	Effective Dose (total) in addition to standard care (per participant) [mSv] 
	
	

	8. 
	Relevant organ dose [mSv] (state organs)
	
	


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. 

Section 5

Categories of Risk & Dose

For ionizing 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
	

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

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

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


Section 6

Expected Societal Benefit

Please explain the benefit(s) for the individual and society that can be expected to accrue from this research.
	


Section 7

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 a participants’ life expectancy is less than five years, an appropriate risk statement is NOT required. 

For a participant with a life expectancy greater than five years a different statement should be used.

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

Section 8

Regulatory Authorisations

(a)  Does the institution(s) hold a valid licence to conduct research approved under the Institution’s management licence involving the radiation exposure of human volunteers?















Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

(b)  Is the irradiation apparatus approved under the Institution’s management licence for the purpose?













Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

(c)  Are all staff appropriately licensed by the Radiation Safety Section to perform the ionizing radiation procedures in this study?






 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Section 9 

Certification 

	HREC Application Reference number:

Project Title (in full):

Principal Investigator:


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 (ARPANSA) RPS 8. Code of Practice - Exposure of Humans to Ionizing Radiation for Research Purposes Radiation Protection Series Publication No. 8 (May 2005) and the recommendations of the Medical Physicist.

Signature of Principal Investigator  ………………………………………………………………………………….
Print Principal Investigator  name: ………………………………………………….. Date:   ……………………

Certification by Radiation Safety Officer 

I have reviewed the information and authorise for it to be submitted to the relevant Human Research Ethics Committee for consideration, as the proposal complies with the recommendations of:

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

Signature of Radiation Safety Officer   ……………………………………………………………………………..

Radiation Safety Officer name: ……………………………………….   Date  …………………………………..
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