Form 58.005A Clinical Research Imaging Facility Study Risk Assessment Form
Please select the description that most accurately matches the study and how it will be supported by the CRIF.
	Study Title
	

	Sponsor
	

	Principal Investigator
	

	Scan Site
	

	Risk Area
	Description (Exceptional, high, medium, low)
	E,H,M,L

	Study Risk Assessment (A)

	Study Design & Management

	1. Complexity of study design / methodology
	Standard
	Standard enhanced
	WIP sequence
	New hardware/

software
	

	2. Scan transfer
	No transfer
	Image Transfer Platform
	DVD
	
	

	3. Trial management & Data Capture structure
	Commercial study
	Non-commercial study
	
	
	

	4. Scan Visits
	Single visit
	2-4 visits
	>4 visits
	
	

	Investigator

	5. Investigator Experience 
	Previous studies in CRIF
	No previous studies in CRIF
	No previous clinical studies in the NHS
	
	

	6. Reporting requirements
	Clinical reporting
	Incidental reporting
	RESIST/CHESSON
	
	

	
	Study Risk Assessment (A)
	(

	
	Exceptional
	

	
	High
	

	
	Medium
	

	
	Low
	

	Clinical Risk Assessment (B)

	Study Procedures

	7. Interventions (including drug administration)
	No intervention
	Contrast 
	Beta blockers/

Adenosine/ IV midazolam
	Sedation administration with monitoring


	

	8. Scan Duration
	< 60mins
	> 60 mins
	
	
	

	9. Working hours/ location
	Core working hours
	Out of hours /

Non-NHS imaging suite
	
	
	

	
	
	
	
	Study Participants

	10. Participant Group
	Healthy Volunteers 

Adult Patients
	Children 

(NHS imaging suite only)
	Children aged ≤5yrs
	
	

	11. Condition impact
	Ambulatory
	Support aids or Mobility aids
	Lacking capacity /  Ability to communicate / Complex or specialist care needs
	Acute trauma, ventilated patient
	

	

	Form Completed By:
	Clinical Risk Assessment (B)
	(

	

	Signature:
	
	Date:
	
	
	Exceptional
	

	Print Name:
	
	
	High 
	

	
	Medium 
	

	
	Low 
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