INFORMATION TO SUPPORT A RESEARCH APPLICATION

FOR PROCEDURES WHICH INVOLVE MEDICAL EXPOSURE TO IONISING RADIATION IN EXCESS OF NORMALLY INDICATED CLINICAL NEEDS

1. Project

Title of Project


Name of Principal Investigator/Research Co-ordinator


Name of IR(ME)R Practitioner justifying the exposure

( A list of consultant medical staff qualified to act as IR(ME)R practitioners should be available from the employer).

2. Radioactive Substances

(i) Details of substances to be administered (to be completed by the IR(ME)R practitioner, ie  Administration of Radioactive Substances Advisory Committee (ARSAC) Certificate holder).

	Radionuclide
	Chemical

Form
	Route of Administration
	DRL

(MBq)
	Proposed

Activity

(MBq)
	Number of 

Administrations per subject
	Effective Dose per

Administration

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


(ii) Total estimated effective dose (please supply source of reference or attach calculation) . . . (mSv)

(iii) Administration of Radioactive Substances Advisory Committee Certificate Holder

All administrations of radioactive materials to persons require a valid Certificate from the ARSAC.  Studies that are submitted to the LREC, which involve the administration of radioactive substances, require a specific research application to ARSAC.  The only exception is the case of a radionuclide administration that would occur in any case during the routine management of a patient, in which case the administration is not included in the risk assessment for the study.

ARSAC Certificates for research are normally valid for 2 years and a separate application must be made for each new project.  If an application is in process, please attach a copy of the ARSAC application.

If the ARSAC Certificate holder or ARSAC applicant is not the principal investigator named on this form, an additional declaration must be signed to identify the principal investigator as a ‘person acting in accordance with their directions in writing’ (MARS95[6]) in Section 5.3.

3.      X-Rays

(i) Details of radiographic procedures (to be completed by the IR(ME)R practitioner)

	Radiographic

Procedure
	DRL (DAP* units, kV, mAs, etc)
	Exposure factors

(kV, mAs, etc)
	Number of exposures
	Effective Dose

per exposure

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


· DAP, dose-area product in cGy.cm2
Each type of radiographic procedure that is necessary for the examination should be listed; the total number and frequency of the examination needed for the study should be given in Section 4.  It is important to include exposure factors.  These may be obtained from the radiation protection supervisor (RPS).  The RPA or MPE can advise about effective dose.

4.  Details of patients/normal control subjects to be studied

	To be completed by the Principal Investigator
	RPA
	Principal

Investigator
	RPA

	Number of subjects
	Age

Range
	Sex
	Clinical condition
	Estimate of effective dose pre-examination

(mSv)
	Number and frequency of examinations
	Estimate of total effective dose per subject (mSv)

	Patients


	
	
	
	
	
	

	Controls


	
	
	
	
	
	


5. Risk Assessment and Declarations

5.1     General Questions

	5.1.1
	Have pregnant patients/volunteers (except in specified exceptional circumstances) been excluded?
	Yes/No

	5.1.2
	Have breastfeeding  volunteers (for radionuclide studies only) been excluded?
	Yes/No

	5.1.3
	For patients, are there any radiation exposures specific for the project over and above those required for normal clinical management?
	Yes/No

	5.1.4
	Dose the project involve individual medical benefit for the participant?

· If NO, what is the dose constraint (see Section 3 and 4 above)?

· If YES, what is the target dose (see Sections 3 and 4 above?)
	Yes/No

	5.1.5
	Does the information to patients/volunteers make it clear that some additional exposure to ionising radiation is involved and the consequent risk?
	Yes/No

	5.1.6
	Could the clinical information be obtained by an alternative method involving less dose? – If YES, attach details describing reasons for choosing the proposed examination.
	Yes/No


5.2 Risk Assessment

Comparison of risk and dose constraint

	To be completed by the RPA
	One category to be assigned#

	Lifetime risk from exposure to total effective dose for study for a 40 year old person*
	Equivalent number of days exposure to natural background radiation
	Target Dose

(applies only to subjects receiving some benefit from the study)

Study must aim not to exceed this dose
	Dose constraint

(applies only to subjects not receiving any benefit from the study)

If the constraint is exceeded a report to LREC must be made immediately.



	1 in ………..
	
	
	


· Note that the risks presented in the table above assume the subjects are from a normal population group in normal health.  The RPA can advise on risk estimates for other groups.

#    A dose greater than that estimated for the study may be permitted by the LREC to allow for patient variations, clinical difficulties and multiple examinations.  The constraint or target dose would normally be set close to the estimated effective dose and may be ‘AS STATED’ in the details of the examination indicated above in Section 4.

The following risk category is assigned by the RPA:

See risk category as per the attached table (Table A)

Full name of the RPA

5.3 Declaration

DECLARATION BY IR(ME)R PRACTITIONER (see paragraph 1 above):

(If the study involves the administration of radioactive substances this declaration must be made by the ARSAC

licence holder for the proposed study and a copy of the ARSAC licence must be attached.  See also last declaration if necessary).

I am satisfied that the legal requirements of the Ionising Radiation (Medical Exposure) Regulations 2000 will be fulfilled.

Signature                     
Date

DECLARATION BY RADIATION PROTECTION ADVISER:

I am satisfied that the value indicated above (see paragraph 4 above) is a reasonable estimate of the radiation dose to which subjects will be exposed.

Signature
Date

DECLARATION BY PRINCIPAL INVESTIGATOR/RESEARCH CO-ORDINATOR:

(If the study involves an intermediate or moderate risk, a copy of the risk information for volunteers must be attached, see Table A)

I will communicate the risk to the volunteers as a condition of the project and a legal requirement of IR(ME)R 2000.

Signature
Date

DECLARATION BY ARSAC VERTIFICATE HOLDER (see paragraph 4.2 above):

I agree that the Principal Investigator named above (see paragraph 1) may administer the radioactive substance(s) under the ARSAC Certificate for this study and I approve the arrangements that have been made to comply with the Medicines (Administration of Radioactive Substances) Regulations 1978 and the Medicines (Administration of Radioactive Substances) Amendment Regulations 1995.

Signature
Date

Table A

	Level of Risk


	Dose and risk perspective
	Information to potential volunteers

	Trivial

(10-6 or less)

1 in a million  

{<0.1 mSv}


	The radiation dose is less than the variation in annual dose from natural sources between different locations in the UK.  For example, a greater dose increase would arise if someone, normally resident in York, took a hotel holiday in Cornwall for 2 weeks.  The annual risk of homicide (1 in 100,000) is more than ten times greater than the risk (less than 1 in 1,000,000) from the research exposure.


	At the Trivial level of risk, it is not helpful to quote numbers to potential volunteers who are unfamiliar with very low risks.

The are far more likely to appreciate comparisons with risks of everyday activities.



	Minor

(10-5)

1 in a hundred thousand

(0.1mSv to 1 mSv)
	The radiation dose is less than the annual dose from natural sources in the UK.  The risk is similar to the annual risk of homicide (1 in 100,000); 5 times less than the annual risk of a fatal road accident (1 in 17,000); and at least 250 times less than the natural annual cancer risk (1 in 400).


	At the Minor level of risk, it may be helpful (but is not essential) to quote numerical risks.  However, the protocol should require risk information to be given to volunteers in writing at the time of obtaining consent and a copy of that information should be included in the LREC submission.



	Intermediate

(10-4)

1 in ten thousand

(1mSv to 10 mSv)
	The radiation dose may exceed the classification level for occupational exposure or equivalent to at most 4 years natural background radiation.  The risk (1 in 10,000) is similar to the annual risk of death in coal mining, at least 10 times less than the average annual risk of death from all causes at age 40 years (1 in 700) and at least 20 times less than the natural annual cancer risk (1 in 400).
	At the Intermediate level of risk, the protocol must require risk information to be given to volunteers in writing at the time of obtaining consent and a copy of that information should be included in the LREC submission.  It will be important to make comparisons with the risk arising from the doses proposed and subjects to be recruited (the examples opposite relate to the highest dose in the category, applied to a population of all ages).  The nature of the comparisons is likely to raise doubts, which may only be resolved by quoting numerical risks



	Moderate

(10-3 or more)

1 in a thousand 

{>10 mSv}
	The radiation dose in some cases exceeds the annual dose limit for occupational exposure and significantly increases the annual risk of death from cancer (1 in 400).  The risk (1 in 1,000) is similar to the average annual risk of death from all causes at age 40 years (1 in 700) and some 15 times greater than the annual risk of a fatal accident at home.
	At the Moderate level of risk, it is likely that only exceptional circumstances would lead a properly informed individual to volunteer  for the risk in the absence of a balancing individual benefit.  Informed consent must be demonstrated.  Therefore, any research programmes proposed in this category must include the best possible estimates of numerical risks as well as the clearest valid risk comparisons for the patients.
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