Form 17.048A GCRF Study Risk Assessment Form
Please select the description that most accurately matches the study and how it will be supported by the GCRF.  Adding up the scores for each question will generate an overall risk significance score for the study.
	Study Title
	

	Sponsor
	

	Principal Investigator
	

	Risk Area
	Description (Risk Significance Score*)
	Score

	Study Design & Management

	1. Complexity of study design / methodology
	Cohort / Cross-Sectional 
	(1)
	Clinical Trial (Open-Label) 
	(3)
	Randomised Controlled Trial
	(6)
	Double blinded / adaptive / multiple arms 
	(9)
	

	2. Trial management & Data Capture structure 
	
	Commercial study 
	(2)
	Non-commercial study 
	(4)
	
	

	Study Procedures

	3. Interventions (including IMP administration)
	Study limited to blood samples and/or questionnaire only
	(1)
	Invasive procedures currently undertaken by GCRF Staff 
	(4)
	Invasive procedure(s) currently undertaken within NHS GGC that are new to GCRF
	(6)
	New or Non-standard procedures not previously undertaken in NHS GGC
	(9)
	

	4. Study Visits
	Outpatient visits within core working hours
	(1)
	Inpatient visits within core working hours
	(4)
	Inpatient visits >8hrs
	(6)
	Frequent or prolonged PK/PD sampling / Overnight stays
	(9)
	

	Investigational Medicinal Product

	5. IMP Involvement
	No IMP
	(0)
	IMP or Device
	(6)
	ATIMP or GMO
	(8)
	

	6. Phase of Clinical Trial
	Observational Epidemiological Studies Clinics
	(1)
	Phase II Experimental Medicine
	(6)
	Phase III Phase IV
	(4)
	Phase I 

Pilot
	(9)
	

	Participants
	
	

	7. Participant Group
	
	
	Healthy Volunteers
	(4)
	Patients
	(6)
	Adults lacking capacity / Children / Complex or specialist care needs
	(8)
	

	Investigator

	10. Investigator Experience 
	Previous studies in GCRF
	(1)
	No previous studies in GCRF
	(4)
	No previous clinical studies in the NHS
	(6)
	
	
	

	Resources
	Resources

	11. Intensity Score
	Low
	(2)
	Medium
	(4)
	High
	(6)
	
	
	

	Laboratory

	12. New products or substances that may require COSHH assessment
	
	Yes
	(6)
	
	

	13. New or hazardous samples or processing methods
	
	Yes
	(6)
	
	

	Form Completed By:
	Overall Score:
	

	

	Signature:
	
	Date:
	
	
	Exceptional
	Y / N 

	Print Name:
	
	
	High (>45)
	

	
	Medium (30-45)
	

	UKCRF Network: Produced by NIHR/WT Birmingham Clinical Research Facility

	Low (<30)
	


Appendix 1:  GCRF Study Risk Assessment Rationale & Calculations UKCRF Network: Produced by NIHR/WT Birmingham Clinical Research Facility
	Points to Consider
	Example
	C
	L
	R
	Type of Risk
	Justification

	Study Design & Management
	

	Complexity of study design / methodology
	Double blinded, adaptive, multiple arms
	3
	3
	9
	Patient Safety

Compliance &

Regulatory
	Increasing risk of protocol deviations, violations and GCP breaches

	· 
	Randomised Controlled Trial
	3
	2
	6
	
	

	· 
	Clinical Trial (Open-Label)
	3
	1
	3
	
	

	· 
	Cohort / Cross-Sectional
	1
	1
	1
	
	

	Trial management & Data Capture structure 
	Non-commercial study or Investigator initiated, commercially funded study
	2
	2
	4
	Operational

Information Governance
	Commercially sponsored studies may be better resourced re trial management infrastructure, and data capture systems.

	· 
	Commercial study
	1
	2
	2
	
	

	Study Procedures
	

	Interventions (including IMP administration)
	New or Non-standard procedures not previously undertaken in the Healthboard
	3
	3
	9
	Patient Safety

Compliance & Regulatory

Operational
	Risk of harm if not performed correctly / or no established guideline

	
	Invasive procedure(s) currently undertaken within Trust that are new to the CRF
	3
	2
	6
	
	

	
	Invasive procedures currently undertaken by CRF Staff
	2
	2
	4
	
	

	
	Study limited to blood samples and/or questionnaire only
	1
	1
	1
	
	

	Study Visits
	Frequent or prolonged PK/PD sampling / Overnight stays
	3
	3
	9
	
	Increased risk of protocol deviation and impact on ability to deliver other studies

	
	Inpatient visits >8hrs
	3
	2
	6
	
	

	
	Inpatient visits within core working hours
	2
	2
	4
	
	

	
	Outpatient visits within core working hours
	1
	1
	1
	
	

	Investigational Medicinal Product
	

	IMP Involvement
	ATIMP or GMO
	4
	2
	8
	Patient Safety

Compliance & Regulatory

Operational
	Increased risk of Serious Adverse Reactions or Suspected Unexpected Serious Adverse Reactions

	
	IMP or Device
	3
	2
	6
	
	

	
	No IMP
	0
	1
	0
	
	

	Phase of Clinical Trial
	Phase I, Pilot
	3
	3
	9
	
	

	· 
	Phase II, Experimental Medicine
	3
	2
	6
	
	

	· 
	Phase III, Phase IV
	2
	2
	4
	
	

	· 
	Observational, Epidemiological, Clinics
	1
	1
	1
	
	

	Participants
	

	Participant Group
	Adults lacking capacity / Children / Complex or specialist care needs
	4
	2
	8
	Compliance & Regulatory

Patient Safety
	Increased risks relating to consent process and/or care needs

	
	Patients
	2
	3
	6
	
	

	
	Healthy Volunteers
	2
	2
	4
	
	

	Investigator
	

	Investigator Experience 
	No previous clinical studies in the NHS
	3
	2
	6
	Operational

Compliance & Regulatory
	Risk of inexperienced PI who may lack research knowledge and experience requiring extra support and/or auditing 

	
	No previous studies within the CRF 
	2
	2
	4
	
	

	
	Previous studies within the CRF 
	1
	1
	1
	
	

	Intensity Score
	High
	3
	2
	6
	Operational
	Risk of impact on team’s ability to deliver other studies

	
	Medium
	2
	2
	4
	
	

	
	Low
	1
	1
	2
	
	

	New products or substances that may require COSHH assessment
	Yes
	3
	2
	6
	Health & Safety
	Risk of injury requiring first aid or professional intervention.  May be RIDDOR reportable and require time off work.  

	New or hazardous samples or processing methods
	Yes
	3
	2
	6
	
	


Appendix 2: Risk Mitigation




Clinical risk assessment for GCRF studies


Assessed at feasibility with Principal Investigator using Study Risk Assessment Form 





high risk


Risk Score >45








Exceptional





medium risk


Risk Score 30-45





low risk


Risk Score 0-30





Risk mitigation





Study intervention in GCRF


During intervention ≥3 ILS trained senior research nurses on duty (≥2 PILS  +1 ILS for paediatric studies)


Protocol trained study medic present during intervention


Intervention risk profile documented with ITU and on call pharmacist pre-visit


Complete NEWS/CEWS during admission


Within core hours IMP delivery/ procedure











Study intervention in Clinical Specialty


On-site resus team during intervention


Protocol trained study medic present during intervention


Intervention risk profile documented with ITU and on call pharmacist pre-visit


Complete NEWS/CEWS during admission


Within core hours IMP delivery /procedure








Study medic on site


During intervention ≥2 ILS/PILS trained research nurses on duty


Within core hours IMP delivery/procedure








Study team contact details available


Minimum 2 trained research nurses on duty; at least 1 band 6 level
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