


Procedure for assessment of the radiological component of a research project

These forms must to be completed in the case where medical exposures take place as part of a research project and 

(i) An Ethics application is being submitted to the SVHG Ethics Committee (Fully completed and signed copies of forms A1 and A2 to be submitted as part of the application).

(ii) A study has received ethics approval from an Ethics Committee other than that of SVUH. Fully completed and signed copies of forms A1 and A2 must be submitted with the SSA APPENDIX to the Ethics Committee office with a sample of patient information leaflet and patient consent form.
1. Once you have completed ‘Medical exposure information for diagnostic and therapeutic exposures planned for a research study’ (Form A1) please send it to Jackie McCavana and Anita Dowling, Medical Physics Department, St Vincent’s University Hospital. 
J.mccavana@svuh.ie 
anitadowling@svhg.ie
2. Completed form also to be included in Research Ethics submission packs – noting that it is the responsibility of the applicant to ensure it has first been forwarded as per point 1.  Failure to do so will result in delays in the Ethics process.
3. Patient/ Volunteer doses will be calculated.  The associated risk information to be included in the patient/ volunteer information leaflet and consent form will be completed by the MPE. 
4. The form will then be passed on to the Chairperson of the Radiation Safety Committee for review. 
5. The applicant will then be sent a copy of the two forms and can then proceed with the Ethics Committee Application or submission of the SSA APPENDIX form. It is the responsibility of the applicant to furnish Research Ethics office with copy of same, to fulfil requirements.
If all the relevant Information is present on the form, it is hoped that this process should not take longer than 14 days.
Once the study is underway, the name of the study should be clearly marked on all requests for Diagnostic Imaging Investigations.  If a patient/ volunteer exceed the projected number for a particular investigation, the request should include special justification by the principal investigator for this procedure.
Medical exposure information for diagnostic and therapeutic exposures planned for a research study

Form A1
This form is to be completed by principal investigator
It is to be used in the case where Medical exposures take place as part of a research project and 

(i) An Ethics application is being submitted to the SVHG Ethics Committee (completed and signed form must form must be submitted with the application.

(ii) A study has received Ethics approval from an Ethics committee other than that of SVUH. completed and signed form must form must be submitted with the SSA APPENDIX  A form
Study Name: -




Study code:-

 
Ethical committee number:-

Principal investigator:-

Brief description of the aim of the project:-
Are all patients taking part in this study over the age of 50? Y/N  
Are females of child bearing capacity to be included in the study? Y/N.  
How many patients will be taking part in the study?

Are healthy volunteers/ normal controls taking part? Y/N 

If yes how many?

	Radiological investigation to carried out during the course of the study
	Name / location of imaging device
	Number of scans per study participant
	Age range
	Radiology standard

Protocol ( both acquisition and processing) Y/N
	Frequency
e.g. 1 every 3 months
	Standard level of care frequency if relevant

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


If there is an imaging protocol/ processing is non-standard, please specify imaging parameters as outlined by the study overleaf.

Signed :- …………………………………………..


Date:-………………………………….
Medical exposure information for diagnostic and therapeutic exposures planned for a research study 
Study protocols if different from standard 
For   

Nuclear Medicine studies - 
State the radiopharmaceutical, administered activity, collimator to be used, type of imaging SPECT, wholebody etc., and images to be taken.  
PETCT
State the radiopharmaceutical, administered activity, patient volume to be imaged and if there are any other specific requirements such as fasting etc.
Fluoroscopy – 
State the organ/ organs being imaged, field size, no of projections, projection name, average screening time for each projection.  State if tube filtration and mA is specified.

CT-
Specify the patient volume that is to be imaged and the specified imaging parameters.

	Investigation
	Protocol description

	
	

	
	

	
	

	
	

	
	


Signed :- …………………………………………..


Date:-………………………………….

Form A2 Clinical Research Protocol Radiation Safety Review

Study code number:-…………………………………



RSC Study No…………..
Dose summary






	INVESTIGATION
	PROTOCOL/ SYSTEM
	NUMBER
	Estimated dose
	Total dose

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Box I to III to be completed in instances where the protocol/ image analysis above is not currently being carried out as standard by the RSM/CSR/Radiologist and/or MPE for speciality
BOX 1 Protocol Review  RSM/ CSR

Comments/ Recommendations
Protocol reviewed   Signed :- ……………………. Title:- …………………………….  Date:-……………
BOX II Protocol Review  MPE
Comments/ Recommendations
Protocol reviewed   Signed :- ……………………. Title:- …………………………….  Date:-……………
BOX III Protocol Approved Practitioner in charge /Practitioner in the speciality
Comments/ Recommendations:-

Protocol approved. Y/N   Practitioner: - ……………………………………………..….   Date:-……………
Box IV
To be completed by the MPE carrying out RSC radiation safety ethical review
	Dose information

	Estimated total effective dose equivalent for the study:


	Time interval over which dose is calculated:



	Estimated additional dose above standard level of care:-


	Risk category:

	Dose constraint for study:



Risk and guidance from ‘Radiation Protection 99, Guidance on medical exposures in medical and biomedical research’, European Commission
Comments/recommendations:-
Phrase to be placed in the consent form and patient information leaflet
Signed:-                                                          MPE                   Date:

Reviewed by Chairperson of the RSC:                                      
                                Date:
