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Risk Assessment Form
This form is to be used in conjunction with SOP R&D/S18 Risk Assessment
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F15

	Version Number:
	5.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	13th February 2023


	Approved by:
	Name/Position:
	Monica Haritakis, Research QA Manager

 

	
	Date:
	17th January 2023

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Date:
	16th January 2023


	This Form will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	23rd August 2010
	
	Document previously issued as guidance

	2.0
	14th June 2013
	
	Change of SOP Controller.  Removal of North and East Yorkshire R&D Alliance references.

	3.0
	21st August 2017
	
	Routine review. No changes

	4.0
	5th August 2019
	
	Change of link to R&D website.

	5.0
	13th February 2023
	Greg Forshaw

Deborah Phillips
	Change of Trust name.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	CHIEF INVESTIGATOR:
	
	PROJECT TITLE:
	

	R&D REFERENCE NUMBER
	
	SPONSOR:
	

	EUDRACT NUMBER:
	IF APPLICABLE
	CTIMP STUDY:
	YES/NO


RISK ASSESSMENT FORM
	STUDY RELATED ACTIVITIES DELEGATED TO TRUST:   
  
	MONITORING
	YES/NO

	
	PHARMACOVIGILANCE
	YES/NO

	
	OTHER
	


	HAZARD CATEGORY

REFER TO R&D/S18


	HAZARD DESCRIPTION
ASSIGN EACH HAZARD A SCORE FOR LIKELIHOOD AND IMPACT 

If a particular hazard is:

(i) not applicable, state N/A
(ii) not listed, enter details under ‘other’
	LIKELIHOOD OF HAZARD OCCURING
1 – Remote

2 – Unlikely

3 – Possible

4 – Likely

5 - Certain
	IMPACT IF HAZARD OCCURS
1 – Low

2 – Moderate

3 – Significant

4 – Severe

5 – Catastrophic
	RISK
Impact

x

Likelihood
	Describe what control measures will be put in place to reduce the risk(s) to the lowest possible level.



	RISKS TO PARTICIPANTS’ RIGHTS

	Entry into study without fully informed consent
	
	
	
	
	

	Failure to act on a participant’s request to withdraw from a study
	
	
	
	
	

	Failure to protect participants’ privacy
	
	
	
	
	

	Other – give details
	
	
	
	
	

	RISKS TO PARTICIPANTS’ SAFETY

	Hazards of the intervention
	
	
	
	
	

	Hazards of the study assessment methods
	
	
	
	
	

	Indemnity arrangements
	
	
	
	
	

	Other – give details
	
	
	
	
	

	RISKS TO RESEARCHERS

	Lack of experience to carry out responsibilities delegated within study
	
	
	
	
	

	Inadequate/outdated or lack of training
	
	
	
	
	

	Contact with abusive individuals
	
	
	
	
	

	Study proceeding without necessary regulations
	
	
	
	
	

	Researcher time
	
	
	
	
	

	Other – give details
	
	
	
	
	

	RISKS TO COMPLETION OF THE STUDY

	Recruitment and follow-up
	
	
	
	
	

	Competency of partner organisations
	
	
	
	
	

	Adequacy of study management
	
	
	
	
	

	Other – give details
	
	
	
	
	

	RISKS TO RELIABILITY OF RESULTS

	Lack of study power
	
	
	
	
	

	Setting the wrong eligibility criteria
	
	
	
	
	

	Major violation of Eligibility criteria
	
	
	
	
	

	Fraud
	
	
	
	
	

	Randomisation procedure
	
	
	
	
	

	Outcome assessment
	
	
	
	
	

	Data being incomplete and inaccurate
	
	
	
	
	

	Non-adherence to the protocol, GCP or SOPs
	
	
	
	
	

	Other – give details
	
	
	
	
	

	RISKS TO ORGANISATION

	Research project inaccurately costed
	
	
	
	
	

	Routine clinical services affected
	
	
	
	
	

	Other – give details
	
	
	
	
	


	DECLARATION OF Chief Investigator (CI) / Principle Investigator (PI)

	As the CI/PI of the above study, I declare that the above Risk Assessment is true and complete to the best of my knowledge

	Name:
	  
	Signature:
	

	CI/PI:
	  
	Date (dd/mm/yyyy):
	


	IMPACT
	LIKELIHOOD

	
	1 Remote
	2 Unlikely
	3 Possible
	4 Likely
	5 Certain

	1 Low
	1
	2
	3
	4
	5

	2 Moderate
	2
	4
	6
	8
	10

	3 Significant
	3
	6
	9
	12
	15

	4 Severe
	4
	8
	12
	16
	20

	5 Catastrophic
	5
	10
	15
	20
	25


RISK ASSESSMENT MATRIX
RISK MANAGEMENT KEY

	Action and time scales

	Immediate action must be taken to manage the risk.  Control measures should be put in place which will have the effect of reducing the impact of an event or the likelihood of an event occurring.  A number of control measures may be required.

	Significant resources may have to be allocated to reduce the risk.  Where the risk involves work in progress urgent action should be taken.

	Effort should be made to reduce the risk, but the costs of prevention should be carefully measured and weighed against the impact of the event.  Establish more precisely the likelihood of harm as a basis for determining the need for improved control measures.

	On or below this level a risk is acceptable.  Existing controls should be monitored and adjusted.  No further action or additional costs are required.  Consideration may be given to a more cost-effective solution or improvement that imposes no additional cost burden.

	Acceptable risk.  No further action or additional controls are required.  Risks at this level should be monitored, and reassessed at appropriate intervals.
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