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15.1	Research involving the planned irradiation of humans





	An institution as well as a personal licence is now required before research can commence.  Monash University currently holds a licence paid for out of central funding.  Personal licences are to be paid for by departments wanting to carry out such projects.  Clearance for all projects must be obtained from the Department of Health and Community Services, Victoria, through the RPO.





	Research involving the planned irradiation of humans should be carried out only in strict compliance with the recommendations of the NH&MRC (Administration of Ionising Radiation to Human Subjects in Medical Research 1984).





	The use of ionising radiation in all research and experimental activities involving the planned irradiation of humans require the written approval of the RPO.  


	The radiation doses to subjects should be kept to a minimum level practicable, and the accumulated effective dose to any individual subject in any year should not exceed 5 millisievert, except with the approval of the Health Commission.  





	The research subject should be at least 18 years of age and legally competent.  Exceptions are permitted only in those special situations when it can be demonstrated that the study presents a unique opportunity to gain information not presently available and requires the use of research subjects less than 18 years of age and is without significant risk to the subject.  In the case of irradiation of children or of other persons incapable of giving informed consent, approval of the Health Commission must be obtained where estimates of effective dose equivalent exceed 0.5 millisievert.  For babies, infants or foetuses, approval of the Health Commission must be obtained where estimates of effective dose equivalent exceed 0.1 millisievert.





	Each female research subject of child-bearing potential should state in writing that she is not pregnant, or, on the basis of a pregnancy test, be confirmed as not pregnant before she may participate in any study.





	Each researcher should select appropriate human subjects and obtain the consent of the subjects or their representatives.  All radioactive material included either as essential material or as a significant contaminant or impurity, should be included when determining the total radiation doses and dose commitments.





	Radiation doses from x-ray procedures that are part of the research study (i.e., would not have occurred but for the study) should also be included in determining the total radiation dose and dose commitments.





	The possibility of follow-up studies should be considered for inclusion in the dose calculation.
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15.2	Research involving the administering of ionising radiation to live animals





	The use of ionising radiation in all experimentation that involves administering ionising radiation to live animals must have the prior approval of the RSO.  





	It is preferred that animals given radioisotopes be housed in separate rooms by species and researcher.  Special ventilation, surface preparation, drainage, or other room design requirements should be considered.  To protect against undue radioactive contamination, all surfaces should be nonporous and easily washable.  Cracks and crevices should be sealed.  Rubber or vinyl tiles, or linoleum, applied over a floor will provide adequate protection, since these materials are nonporous and easily removed.





	Both animal rooms and cages containing radioactive animals are to be posted with "CAUTION RADIOACTIVE MATERIAL" signs, and the entrances to rooms restricted to authorised personnel.





	Authorised animal care personnel must be provided with appropriate radiation survey equipment and personnel monitoring devices to assure their safety.  Investigators must provide adequate instruction in the use of these devices.  Periodic monitoring of the animals and rooms should be made by investigating personnel instructed in the use of monitoring equipment.





	Routes and form of excreted radiolabeled material must be taken into consideration in regard to safe handling of animal bedding, cages, room surfaces, and room air.  Plastic backed absorbent pads, plastic bags, and other items should be used in animal wards for containment of isotope spillage or waste.  Animal carcasses, contaminated bedding, and equipment must be surveyed for radioactivity and provisions made for decontamination or disposal.





	The researcher is responsible for the proper disposal of radioactive wastes, decontamination of equipment, and the final decontamination of containment areas after each set of experiments.  Dead animals must be placed in leakproof double wall plastic bags which are sealed prior to removal from the containment for disposal.  Animal litter must be disposed of separately in a similar manner.
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