
Research with Human Research with Human 
VolunteersVolunteers
““ Section 4Section 4””

Paul Einsiedel
Medical Physicist & Radiation Safety Officer

Royal Melbourne Hospital



Section 4 – Research with Human Volunteers

Completion of the Victorian-Specific 
Module is mandatory for all research 
conducted in the State of Victoria.

Site’s should not be using “old” Ionising 
Radiation “Module 4” template.



Section 4 – Research with Human Volunteers

Requirements for Section 4
Use of Ionising Radiation 

Must be addressed when the 
research includes the use of 

ionising radiation.
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Requirements for Section 4

Two levels of assessment:
1) Ionising radiation is used as part of standard 

care

2) Ionising radiation is used in addition to standard 
care
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Requirements for Section 4
For research where ionising radiation is used as pa rt of 
standard care
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Check list for “Standard Care ” research 
proposals:
1. Must be confident that all procedures listed are 

deemed to be Standard Care;

2. Ensure all procedures involving ionising radiatio n 
have been identified. Ionising Radiation procedures can be 
hidden in the detail, ie MUGA scans, DXA, Bone Scintigraphy 

When in doubt:

3. Consult a Medical Physicist, relevant Imaging 
Department or your Radiation Safety Officer
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Test used to determine whether the ionising 
procedure is “Standard Care” or Not:
“If a volunteer was NOT enrolled in the proposed 
research would they still receive the procedures:

1. Involving ionising radiation;
2. The modality (ie. CT, DXA unit etc.);
3. Frequency and number of the exams 

proposed.”
An answer of NO to any of points 1 -3:

Ionising Radiation Procedure is in
“Addition to Standard Care”
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Requirements for Section 4



Section 4 – Research with Human Volunteers

For these research proposals:

1. Engage the services of an approved medical 
physicist

2. Notify the site’s Radiation Safety Officer

3. Complete fully Section 4 of the VSM
Following Ethics Committee Approval & prior to 
commencing:
4. Have the research reviewed and approved by the 

Department of Health (Added to the site’s licence 
issued by the Department of Health)
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1. Medical Physicist require machine & exposure deta ils to 
perform calculation.

2. Generate a report will outline doses, risk assess ment, 
approved wording for PICF

(Allow completion of Section 4).
3. The report provided will be site specific.
4. Report should be used by Ethics Committees to ena ble them 

to assess the benefits obtained against the risks a ssociated 
with the exposure from conducting the research .

“Is the use of ionising radiation in this research justified ba sed on the objectives 
being investigated?

Is the amount of dose being received by the volunteers enrolled i n the research 
acceptable?”

Medical Physics Report:
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Provide a risk assessment based on the 
information supplied.

The supply of a report should not be 
interpreted as the research gaining 
“approval”, but, should be used to 

assist in the approval process
(Typically by Ethics)

The Medical Physicist will:
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Section 4 – Research with Human Volunteers
Requirements for Section 4

The amount of dose received, and who receives it wi ll impact on the 
medical physicist’s assessment & the DoH approval pr ocess.

1. The number of exams?
2. What is the minimum age of participants irradiated? 
3. Will women who are pregnant or breastfeeding be irradiated in 

this research?
4. Will babies, infants or foetuses be irradiated in this research?
5. Is the median life expectancy of the participants less than five

years?  
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1. Victorian requirements – slight variance to Nation al 
ARPANSA Code (therefore other States).

2. Approved wording used in PICF calculates a risk o f age 
weighted fatal & non-fatal cancer induction.

3. ARPANSA Code recommends the calculation of risk b e age 
weighted based on fatal cancer induction only .

4. Required where the median life expectancy is grea ter than 
5 years (regardless of the patient’s condition or cancer status).

Example:
20 mSv delivered to male & females ranging in age 0 – 80.
Victorian Risk estimate: 1 in 361
ARPANSA Risk estimate: 1 in 855

Risk Statements:
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Risk Statements:

Life Expectancy: > 5 years

Life Expectancy: < 5 years

Example: For studies delivering >20 mSv
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The level of benefit needed as the basis for approv al 
of research with doses in this category will be min or
and will include those  investigations expected onl y 
to increase knowledge.

To justify risks in this category the benefit will 
probably be related to increases in knowledge leadi ng 
to health benefit .

To justify the risks a moderate benefit will be nee ded. 
The benefit will be more directly aimed at the 
diagnosis, cure or prevention of disease.

To justify research involving doses or risks in thi s 
category, the benefit will have to be substantial a nd 
usually directly related to the saving of life or t he 
prevention or mitigation of serious disease .
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Leaving this Section blank will not assist you in 
gaining approval!

Justify why the volunteers need to be exposed to 
radiation and the net benefits (to the individual o r 
society) that may result.
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