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Pro-forma for Ionising and non Ionising Radiology
V1.3 27-07-11
R&D Number:                Date of Discussion:      
This form should be completed and agreed with relevant staff in the Radiology department and in conjunction with the study protocol and Patient Information Sheets.  The last section MUST be signed off by the specialist radiologist or the clinical lead for radiology if the resources required differ significantly from standard clinical care (specialist radiologist to make this decision).
Section A

	Study Title:                                                                                                         Date of discussion:


	Principal  Investigator (PI) at WAHT:







Tel: 
	Point of Contact (PoC) at WAHT:







Tel: 

	Sponsor:
	
	Funding organisation: 
	

	Is this a commercially sponsored study?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	How will the costs outlined below be met?      

	Estimated study start date (at this site):      /     /
	Projected study end date:      /     /     

	Do the current negotiations relate to:
	 FORMCHECKBOX 

 FORMCHECKBOX 

	Feasibility (e.g. for funding application or sponsorship request)

Trust R&D Approval
	Estimated number of participants: 


Section B – Ionising and non ionising radiation
All radiological procedures contained in the protocol should be included in the table below.  For ionising radiation procedures contained in the protocol/ethics form please complete the details in consultation with a Medical Physics Expert (MPE) and an appropriate IRMER Practitioner (Clinical Radiation Expert –CRE) experienced in the modality.  The IRMER Practitioner/CRE will usually be a Clinical Radiologist, Clinical Oncologist, Cardiologist.  For details of the relevant person for clinical sign off please contact the Research & Development Dept. (ext. 5035)

	All procedures*

(full description)
	Ionising?**

Yes/No)
	Cost per unit (if above routine care)
	No. Required for standard care
	No. Required above standard care
	Estimated maximum dose per procedure*** (MPE to complete)
	Comments
	ARSAC approval required?*** (via license holder)

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	Total Cost:
	
	
	
	
	


*Please record all radiological procedures to be done for the protocol, whether part of routine clinical care, or required in addition to routine care.
** Non ionising:  Ultrasound, MRI, echocardiogram; *** For ionising radiation only.

Section C – Ionising radiation only
Medical Physics Expert Authorisation:

Are the radiology procedures used in this trial for (tick all that apply):

· Diagnostic purposes
· Therapeutic purposes

Where both of the above apply please complete two separate forms.

	Please complete the relevant section below.  The form may either be signed or returned to R&D via email from the signatory’s WAHT email account.  For feasibility assessments, please ensure you have discussed the project in principle with the relevant radiologist before approaching the MPE for authorisation.

	i. Feasibility Request (WAHT is the lead site):

             I confirm that any additional exposures requested in this study are reasonable and can be performed at this site.  I will provide a dose/risk 
             assessment to be included in the patient information sheet.

            I agree     (Where the Medical Physics Expert does not agree with the statements R&D and the Investigator should be notified.) 

I do not agree  
                                                          *Comments:


	Name:  
	Signature:                                                                                                Date:

	ii. Research approval:

              I confirm that WAHT can adhere to the protocol within the estimated dose ranges.  Local does per examination will not exceed maximum

             dose estimated in the REC Application.
            I agree     (Where the Medical Physics Expert does not agree with the statements R&D and the Investigator should be notified.) 

I do not agree*  
             The Patient Information Sheet accurately reflects additional risk for local participants.
            I agree     (Where the Medical Physics Expert does not agree with the statements R&D and the Investigator should be notified.) 

I do not agree*  
                                                          *Comments:          



	Name:       
	Signature:                                                                                                Date:


IRMER Practitioner Authorisation:

	Please complete the relevant section below.  The form may either be signed or returned to R&D via email from the signatory’s WAHT email account.

	i. Feasibility Request (WAHT is the lead site):

             I confirm that any additional exposures requested in this study are reasonable, suitable, ethically acceptable and are justified having regard to 

             IRMER.  I will assist with the preparation of any applications with regard to radiation exposure and will provide information to be included in the patient 

             information sheet.
            I agree     (Where the Medical Physics Expert does not agree with the statements R&D and the Investigator should be notified.) 

I do not agree  
                                                    *Comments:



	Name: 
	Signature:                                                                                                Date:

	ii. Research approval:

              I confirm that WAHT can adhere to the protocol.  Additional exposure has been identified in the REC Application and this conorms to exposure which 
              exceeds standard practice at WAHT.  Where there is additional exposure this is justified having regard to IRMER and is sufficiently described in the 
              patient information sheet.

            I agree     (Where the Medical Physics Expert does not agree with the statements R&D and the Investigator should be notified.)               

I do not agree*  
                                                         *Comments:          



	Name:  
	Signature:                                                                                                Date:


Section D:  Resource Authorisation
	This section must be signed off by the specialist radiologist, or, if the resources required differ significantly from standard clinical care (specialist radiologist to make this decision), the clinical lead for radiology.  The form may either be signed or returned via email from the signatory’s WAHT account.

	Feasibility Request: I confirm that the resource requirements for this study are reasonable and the costing information can be included in applications.  If this study goes ahead it is likely to be supported by the Radiology Department.
I agree   FORMCHECKBOX 


I do not agree   FORMCHECKBOX 
   



	R&D Approval: Radiology will support this study based on the information outlined above

I agree   FORMCHECKBOX 


I do not agree   FORMCHECKBOX 
   



	Name:  
	Signature:

















